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PROCEEDIL NGS
(9:05 a.m)

M5. WACHSMUTH. Ckay. Welcone. Wlcone to al
the new conmttee nmenbers and to ot hers who have cone for
today's neeting. |'m Kaye Wachsnuth, the Deputy
Adm nistrator for the Ofice of Public Health and Science
and the Food Safety and |Inspection Service. And | serve as
t he appointed chair of the commttee.

And what |'d like to do as an opening for this
nmeeting is just to explain a little bit about orientation we
had for the conmttee this norning. Since it is a new
conm ttee, reconstituted, we had an informal briefing. And
as far as orientation purposes, what we did was have the
comm ttee introduce thenselves, which will begin shortly and
al so the Steering Commttee and the Executive Committee
menbers of those agencies that support this conmttee to
i ntroduce thenselves. They will tell you a little bit about
what their agencies expect of the commttee, describe the
purpose of this conmttee which is to advise the nenbers,
the agencies to focus on the science, not the policy,
al t hough we all have policy opinions. Also the relationship
of this commttee which is science to another policy
commttee for USDA, and that is the Meat and Poultry
| nspection Advisory Conmttee. And that conmttee very
often refers matters of science to this commttee for
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5
consideration. And | suppose if we had a matter of policy,

we would then refer it to that commttee.

The appoi nt mrent process was covered in the new
charter, which becane effective in Septenber of 2000 and
expi red Septenber 2002, and calls for a maxi num nunber of 30
menbers. We do have 28.

We have nine representatives from academ a, eight
fromindustry, eight fromfederal governnent service, and
three -- 1'mgoing to have it so you have three fromstate
this year. The selections were made, nunber one, on the
area of expertise. Then you have an added enphasis now on
the m crobiology and ri sk assessnent.

These are new sciences that we believe will take
us into this new paradigmof food safety as an integral part
of public health. It puts the focus on the consunmer and on
human health considerations for safe food. And we're very
happy to have two or four experts froma very small pool of
experts since these are new sciences. And |'m happy to have
t hem

Sel ections were also made of affiliation in that
respect in diversity, geographical diversity, and al
diversity. W wanted to see different perceptions and
representations. And this is as nmuch of this country's view
and a new agenda as we do now. And we do have a limtation
on services of six years.
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6
The charter calls for approximately three neetings

a year. But we will have subcomm ttees which neet between
sessions. And all of their decisions and business that
occurs in the subcommttee will cone again in front of the
session, so that this entire commttee is involved in the
deci sion and cones -- in paper or any product of this
conmittee.

Now, we have housekeeping information. We'd |ike
to thank our new acting executive secretary, Brenda
Hal br ook, for bringing this neeting together, and al so Karen
Thomas, our Advisory Conmittee specialist, here on the far
end of the table, Brenda and Karen.

For today's agenda, | think it's pretty much as
you have it. On the initial agenda, we had one change, and
that's Tom Van G lder, who's joining us from CDC, and al so
Janice Aiver will talk to us about how we initially handle
the -- for salnmonella Enteritidis. Now/ l'd like to turn it
over to our co-chair, Janice Aiver for a few m nutes.

M5. CLIVER  Thank you and good norning. It's a
pl easure to be with you once again. And I, too, wuld |ike
to welcone you. It's nice to see so many of our forner
menbers have agreed to accept their appointnment to the
conmmttee. And as for the new nenbers, | appreciate the
opportunity to get to know and to work with you personally.

It's no secret that FDA relies on your scientific
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expertise, seeing the things fromthe Public Health
Protection Program For those of you who participated in
the last neeting on the safety of fresh juice, | want to

t hank you very nuch for your thoughtful considerations and
your recomrendati ons.

| realize the ground we had to pl ow was arduous.
And it took a great deal of effort. But as a result, we
have a new regulation in place. And | think it's nmuch nore
public-health protective. And | personally have spoken of
the new rules with the nother of a child who had becone
seriously ill. And she, too, greatly appreciates the
efforts that you have put in the reconmmendati ons.

| could sit here and do a litany of issues that
you' ve taken before the conmttee, including -- , fresh
produce, seafood, HACCP, -- , listeria, and many nore to
come, but rmuch nore work |ies ahead.

We had originally planned on taking sone issues
and net hodol ogy of the environnental testing for sal nonella
Enteritidis -- to the conmttee today. But upon rethinking
and | ooking over the issues, | realized that we had to do a
little nore digging into the science before we brought it to
the conmttee. So we're doing that at the present nonent.
And it just nmeans we want to dig a little deeper before we
brought it to the conmttee's attention.

But having said this, as co-chair, you have ny
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8
word that 1'Il work very hard to provide you with the tools

and resources you need to do your job as conmttee nenbers.
And if FDA fails to live up to that, I w sh you would tel
me, and I'Il take it as a personal favor to tell ne, because
| think part of nmy job as co-chair is to really help the
conm ttee nove forward and do its job

| know you all have a lot of other jobs in taking
this on, along with your other duties, and you're all very
busy. 1, once again, would like to thank you for your
commtrment, but will add one thing before | turn it back to
Kaye; and that is, you have a copy of the transcript from
t he Decenber '99 neeting on three diskettes in your folders.
And the mnutes were taken by a court reporter and
certified by that reporter as an accurate accounting of the
proceedi ngs of the neeting. And they will serve as the
m nutes. Kaye?

M5. WACHSMUTH: Ckay. [|'d like to go around the
t abl e now and have each nenber introduce thensel ves and
state your affiliation. W'IlIl start with David.

MR. ACHESON. David Acheson from Tufts University,
New Engl and Medi cal Center

MR. BERNARD: Dane Bernard, Keystone Foods.

MR. BEUCHAT: Larry Beuchat, Center for Food
Safety, University of Ceorgia.

MR. BUCHANAN: Robert Buchanan, Food and Drug
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Adm ni stration

M5. DONNELLY: Cathy Donnelly, University of
Ver nont .

M5. DOORES: Stephani e Doores, Penn State
Uni versity.

M5. DOWNES: Frances Downes, Adm nistrator,
M chi gan Departnment of Comunity Heal th.

MR. ENGELJOHN: Dan Engel john with USDA s Food
Safety and | nspection Service.

MR. FARRAR Jeff Farrar, California Departnent of
Heal th Servi ces.

MR. HABTEMARI AM  Tsegaye Habtemariam fromthe
Departnent of Internal Medicine at Tuskegee University.

MR. KOBAYASHI : John Kobayashi w th Washi ngton
State Heal th Departnent.

MR. KUNDURU: M chael Kunduru from Dol e Fresh
Veget abl es.

MR. KVENBERG. |'m John Kvenberg, Food and Drug
Adm ni stration

M5. LAMVERDI NG  Anna Lanmerdi ng, Popul ati on and
Public Health Branch, Health Canada.

MR, LUCHANSKY: John Luchansky, USDA Agri cul tural
Research Service, Wndnoor, Pennsylvani a.

MR. VEBB: Bob Webb, Departnent of Defense.

MR. LIANG Arthur Liang, Centers for Disease
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10
Control and Preventi on.

M5. JACKSON: LeeAnne Jackson, Food and Drug
Adm ni stration

M5. MADDOX: Carol Maddox, University of Illinois.

M5. OBRIEN:. Alison OBrien, Uniformed Services
University of the Health Sciences.

M5. RUPLE: Angela Ruple, U S. Departnent of
Commerce, National |nspection Service.

MR. SEWARD: Skip Seward, MDonal d's Corporation.

MR. SPERBER  Bill Sperber, Cargill.

MR. SWAM NATHAN: Bal a Swam nat han, Centers for
D sease Control and Prevention

M5. SWANSON: Katie Swanson, the Pillsbury
Conpany.

MR. THENO David Theno, Jack in the Box.

MR. TOWPKIN. Bruce Tonpkin, ConAgra Foods.

M5. HALBROOK: Brenda Hal br ook, Food Safety
| nspection Service and --

M5. THOVAS: Karen Thonmas, Food Safety |nspection
Service, Advisory Comm ttee Specialist.

M5. WACHSMUTH: Ckay. Thank you. One other thing
that we need to talk about this norning was to -- the agenda
for today. And | did nention to the commttee that there is
a conference report for USDA, the House Appropriations Bil
for FY 2001, that directs the Secretaries of Agriculture and
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11
HHS to take matters of performance standards and

m crobi ol ogical criteria to this commttee.

And as part of that, we will be tal king about
sal nonel | a performance standards today. And we'd like to
start with that topic and start by giving you sone
background. And one of our first speakers wll be the
adm nistrator for FSIS, TomBilly.

And we talked a little bit this norning, too, at
| east | nentioned that food safety internationally has taken
a slight turn, if not a shift, in becomng integrated into
the public health community through the World Health
Organi zation and other activities. And risk assessnent has
pl ayed a key role in how we're doing that internationally.

But Tom al so serves as the chairman of the Codex
Alinmentarius Conmittee which is the big food safety agency
for the world, | guess, where you try to set internationa
food safety standards that protect the public. And once |
introduce Tomin a certain way -- | was thinking about it
right before he called, and | think it's sonmething that 1'd
like to share with you

My perception is that Tomis truly a visionary.
And everyone tal ks about Tom pushing them and he does. But
he al so is a manager and a | eader who has inplenented those
changes and i nplenented that vision. And | think he's done
so very successfully. And it's a real privilege to
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12
i ntroduce TomBilly.

MR. BILLY: Thank you very nuch, Kaye. Good
norni ng everyone. | really ook forward to this opportunity
to talk to you about sal nonell a performance standards.
Before | start off, though, | thought I'd share with you an
experience | had | ast week.

| was down in Brazil at a neeting that the
chairman of the Pan American Health Organi zation was hol di ng
of the Mnisters of Health and Resource Agriculture for al
the countries of the Anericas.

And during the course of the neeting | ast week
after a couple of years of preparation, the Mnisters of
Heal th and Agriculture decided to establish a new Food
Saf ety Conmmi ssion for the Anericas and devel oped a draft
charter to be finalized at the next neeting of the
comm ssion. And it's very inmportant stuff, | think, in
terms of this international arena to see agriculture and
heal t h t hroughout the Anericas working together to address
the problens of food safety. So I'mreally pleased with the
results. |I'msure you'll hear a ot nore about that in the
future

Per haps, the best place for me to start is to
t hank you ahead of tinme for the efforts of this conmttee in
hel pi ng veteran agencies continually inprove their food
safety prograns. This conmttee, in fact, has a | ong
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13
hi story of having both FSI'S and FDA to noderni ze prograns.

Since 1988, this commttee has prepared a series
of reports on the devel opnent and i npl enentati on of HACCP
And t hey have been extrenely hel pful to both of our
agencies. Thus, | think it's very fitting that we are here
today to ask for your expert advice once again. This tine,
performance standards are the topic for discussion.

Performance standards have been extrenely
inmportant to FSIS's food safety strategy. And | believe
they'Il remain so for years to cone. Performance standards
for pathogens have been in existence for sone tinme, the
processed ready to eat neat and poultry products, as well as
ot her food products. However, the devel opment of such
standards for raw products occurred nuch nore recently.

In 1996, the agency issued its |andmark final rule
on pat hogen reduction in HACCP. W set pathogen reduction
foreign standards for sal nonella for various raw product
passage. These perfornmance standards are extrenely
i mportant to achieving the public health goal established in
the Preanble to that final rule.

| encourage all of you who haven't taken the
opportunity to read the Preanble to that rule to do so as a
part of your community process. As such, the framework, the
science, the kinds of standards, public health and all that
we are working to achieve as a result of that type of
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regul atory strategy.

These performance standards in sal nonella
performance standards play another inportant role in
providing industry with objective, neasurable standards that
can be used to calibrate their HACCP plans. They al so
function as a yardstick for FSIS to neasure the
effectiveness of industry HACCP controls in plants where
t hey apply.

Wth all such standards, | believe HACCP's systens
could be nmuch less effective in inproving food safety. W
believe the two nust go hand in hand. 1've often referred
to this conbination as the Gold Standard for food safety.

Now, in fact, many other countries around the
world are follow ng our footsteps in using the conbination
of HACCP and pat hogen reduction standards. W are pl eased
wi th what our performance standards for salnonella in
concert with the other provisions of the pathogen reduction
and HACCP rul e have been able to achieve so far.

| ndustry has worked hard, very hard, busting in
t he new technol ogy and new procedures to acconplish real
i nprovenents. Qur |atest progress report on the results of
our salnonella testing for raw nmeat and poul try products
show that the programfor salnonella for raw neat and
poul try has decreased significantly since the inplenentation
of HACCP in 1998.
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This report was the first aggregate data on al

sizes of plants, including data fromvarious small plants
whi ch canme under HACCP in January of 2000. The conplete
report on this testing is in your packets and in your
mat eri al .

Well, et me give you just a few of the details.
Figures | amquoting are aggregate data for 1998 to 2000.
Those averaged a sal nonel |l a preval ence of 10.2 percent under
HACCP during this period conpared to 20 percent baseline
before we inplenented the new regul ation.

-- averaged 7 percent over HACCP conpared to 8.7
percent baseline. Cows and bulls averaged 2.1 percent
conpared to 2.7 percent before. Steers and heifers averaged
.3 percent near conpared to 1 percent. G ound beef averaged
3.7 percent conpared to 7.5 percent baseline. G ound
chi cken averaged 14.4 percent conpared to 44.6 percent. And
ground turkey averaged 29.7 percent conpared to 49.9 percent
basel i ne.

However, these nunbers and other tables and
information are in that report. But | think the point I
want to nmake here is that we've seen significant progress
under HACCP in conbination with these perfornmance standards
across the entire neat and poultry industry.

Now, in addition to these data, of the current
preval ence of sal nonella involving raw neat and poultry
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products, we are seeing reductions in the incidence of food

borne illness. Now, we believe our performance standards,
working in concert with HACCP, are one of the factors
contributing to this decline.

Dr. Mendover (phonetic) fromthe Centers for
D sease Control and Prevention will be discussing their
| atest data avail abl e through FoodNet shortly. Now, while |
believe that all of this is good news, we nust continue to
nove forward. And we know that there's roomfor further
food safety inprovenent.

We indicated in the Preanble of the final rule in
1996, the Preanble |I nentioned earlier, that the performance
standards, initial set for salnonella, were not intended to
be static. W based the standards on the best science
available to us at that tinme, know ng that they would have
to evol ve as new data, research, and technol ogy becane
avai | abl e.

That is why we wel cone the two concurrent
activities underway to revi ew our sal nonella performance
st andards and what they have acconplished. The |anguage
acconpanyi ng the Fiscal 2001 Agriculture Appropriations Act,
as Kaye nentioned, directed FSIS to ask both this commttee
and the National Research Council for an evaluation of the
role of scientifically determ ned criteria, including
m crobi ol ogical criteria in the production and regul ati on of
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meat and poul try products.

We expect the National Acadeny of Sciences study
to be underway soon. This commttee is requested to review
the role of mcrobiological performance standards generally
as a neans of inproving and ensuring neat and poultry
product safety. Further, you are requested to review and
eval uate our sal nonell a performance standards for
specifically and what they have acconplished to date.

You are encouraged to factor in other
considerations as the commttee may feel is appropriate. In
your packets is a list of questions FSIS has for this
conmmttee. And these will be reviewed in nore detail |ater
today. | just wanted to nmention a few exanples. W wanted
your technical input on the use of indicator organisns in
lieu of a specific pathogen, |ike salnonella. W want to
know whether it is both scientifically appropriate and w se
froma public health standpoint to incorporate regional and
seasonal variations into performance standards.

We want your technical input on how quantitative,
basel i ne performance data shoul d best be used to devel op or
nodi fy performance standards. An exanple would be the
massi ve anount of data we've now collected in our sanple
testing of the new HACCP

W want to know what the key considerations are we
shoul d factor in when using risk assessnents to devel op
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performance standards. Al though our current standards for

sal nonell a are not based on those fornmer risk assessnents,
it is our hope in the future to use risk assessnents as a
means of establishing risk-based performance standards for
pat hogens of public health concern.

We wel cone both your review and the one fromthe
Nat i onal Acadeny of Sciences for a nunber of reasons.
First, regulatory agencies nust be sure their policies and
procedures are based on the best science avail able. Second,
such reviews hel p maintain consuner confidence in the
efforts of regulatory agencies to protect them And third,
our performance standards for salnonella for raw products
have conme under sone criticism

And it is inportant that such criticismbe
addressed, especially considering the inportant role, we
bel i eve, such standards will continue to play in the future.

"1l ook forward to hearing the discussions today. And,
agai n, thank you ahead of tinme for the hard work |I'm sure
you're going to put in on this -- subject. Thank you.

M5. WACHSMUTH: Does anyone have a question?
Right now, I1'd like to introduce Dr. Tom Van G | der.

Tomis a physician, a nedical epidem ol ogist at
the Centers for Disease Control, where he's been for nine
years. And for the last three years, he's been deputy
director of FoodNet. And he's going to describe those
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activities tous alittle bit today. And this is sort of

our -- approach in terns of the real goals of the food
safety regulatory agencies in ternms of reducing foodborne
di seases. Ton?

MR. VAN G LDER  Thanks, Kaye. | want to begin by
t hanki ng LeeAnne Jackson for making this electronic
transm ssion possible. 1'd like this norning to just give
you a brief overview of FoodNet, and then tal k about sone of
the findings we've had, focusing on the findings that we've
published in the MWR | ast nonth.

FoodNet is the foodborne di seases active
surveillance network. It really canme about as a response to
t he sense of changi ng epi dem ol ogy in foodborne ill ness.

And by that, we nean that there's been changes in the agent,
t he environment, and the host as a formthat cones to food
safety. W' ve seen food pathogens -- transm ssion,
pandem cs really are foodborne pathogens, infections. W've
seen changes in the environnents of the globalization of the
food supply, changes in food processing and an energence of

| arger producers. And we've seen changes and continue to
see changes in the host of the people who are affected with
t hese agents, with these pathogens, with an increasing age
of the popul ation or the increasing popul ation we've tal ked
about, for instance, as well as new eating habits and
international travel and m gration.
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Based on the existing surveillance system of

f oodbor ne out breaks, | aboratory based surveillance, and
epi dem c investigations; foodborne -- is seen as a way of
uniting and taking a nore active role in finding each and
every case of foodborne illness possible.

It cane about as a part of the Enmerging Infections
Programat CDC. It's the principal foodborne disease
conponent of that program It was established initially at
four sites plus Georgia, so five sites since 1995 occurring
in nine EIP sites with 33 mllion persons under
surveillance. This represents a coll aborative effort anong
state health departnents -- the USDA, FDA, and CDC

FoodNet's primary objectives are to determ ne
preci sely and how to better the burden of foodborne
di seases, as well as to determ ne the proportion of
f oodborne di seases attributed to specific foods. W also
| ook to develop a network to respond to energi ng foodborne
di seases and al so to i nprove outbreak response.

Just to attest for you again, the size of the
popul ati on has gone from14.3 mllion in 1996 to now 33.1
mllion in 2001. And then I'Il briefly show you where in
the United States we currently have sites. This is the
original five sites. And some of the sites have grown over
time and we've certainly added three sites. W'I| get into
today's nine sites shown across the country.
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But | enphasize here, too, that although we do

have a decent representation fromcoast to coast,
denographically our sites are simlar to the nation. These
are not chosen to be randomy representative of the United
States, in general.

What FoodNet really helps to dois to fill in what
we call the Surveillance Pyramd. The cases that we get at
CDC really represent just a small portion of the cases that
occur in the country. And underlying each reported case
there are additional cases that were not reported to us
ei ther because they were not tested properly in the
| aboratory or perhaps they did not have a specinen tested at
all, or perhaps never sought care and so was not able to get
into the reporting systemprinmarily.

FoodNet helps to fill in this pyramd through a
variety of activities. First of all, with active
surveillance as | nentioned as way of finding out how many
cases are occurring, how many | aboratory-confirned cases
occur of these various pathogens in the United States, at
| east in the FoodNet capturing area. W also hope to seek
to understand what happens at the | aboratory level to
under stand what kind of testing occurs, how often tests for
t hese pat hogens go on, and bel ow that how often physicians
actually order stool cultures on their patients with
di arrheal ill nesses.
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And then at the base of the pyramd is our effort

to understand in the popul ation that FoodNet surveys, what
are their food group experiences, what are their exposures
to various risky behaviors or risky food-handling practices.
There is trenmendous need at CDC to see the experiences of
our care-seeking popul ati on.

Just to give you sone exanples of what we found in
active surveillance -- again, this is seven bacterial and

two parasitic organisns that we surveyed for and three

syndrones which are related to foodborne illnesses. --
syndrone, -- syndrone, and congenital toxoplasnosis. W
al so survey, as does the rest of CDC s Foodborne 111l ness

branch, foodborne di sease out breaks.

As part of this project, what we do is survey the
clinical |aboratories every month within our sites. And we
fill out case report forns for each of the infections that
we find. And those case report forns are, then, transferred
intous at CDC. Then we, in turn, audit that data so we
have a strong | evel of confidence in the data that we
receive

Qur | aboratory surveys we've done in the pyramd
have hel ped us understand what happens in the | aboratories.

So how many cases do we not hear about because they are not
being tested? And what we found in each of our years is
that sal nonella, shigella, and for the nost part
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Canyl obacter, are routinely tested for in each stool sanple

that makes it into the | aboratories.

E. coli 0157 is a different story. W |earned
t hat about half the |aboratories will routinely test for
0157 in stool cultures they get. -- test that gets the
nunbers up to about 80 percent or so. And then there was an

i ncrease sonewhere over the three years or in the three

surveys that we've done, but has not risen dramatically.

Qur physicians' survey hel ps understand what
physi cians are doing with patients who cone in with
potential foodborne illnesses. And we found that about 44
percent ordered stool cultures on patients that they see
wi th diarrhea.

We have a second survey that actually starts to
| ook at behavi or of physicians in regard to what you do with
the patients who cone in with foodborne illnesses. The
popul ati on survey, as | nmentioned, is a way of |ooking at
t he popul ation as a whole. W' ve done this three tines so
far, and the third cycle recently conpleted, the first cycle
about to begin.

And what we found in the second cycle, for
exanple, is that about 10 percent of the popul ation reported
a diarrheal episode in the preceding nonth and that
translates to about 72 diarrheal illnesses per person, per
year in the foodborne illnesses area. And we found that
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about 20 to 21 percent of the people who reported diarrhea

illness go on to see a physician. And about 16 percent of
t hose people provide a stool specinen at that tine.

In addition to the elenents that | nmentioned in
the pyramid in helping to figure out the nunber of
ill nesses, FoodNet al so seeks to understand what are the
speci fic foods that, or specific exposures that caused
illness. And we've done a series of case control studies.

W' ve studied the case control study of sal nonella
of specific food groups. W' ve recently conpleted a survey
or a case control study of Canpyl obacter infections. It's a
case control study of listeria infections -- , and we've
recently finished a second E. coli 0157 case control study,
as well as a Cryptosporidi um study.

In the next year, we hope to launch a study of
infant illness case control study. So to get back to sone
of the data. Here is prelimnary data that we discovered in
t he year 2000. Listed in al phabetical order are the
pat hogens that are under surveillance. And you can see that
Canpyl obacter is the nunber one cause of bacteria, foodborne
illness within FoodNet, followed by sal nonell a.

Wil e some of these general nunbers are a nunber
of trends or a nunber of subpopul ati ons, which can be
i npacted in various ways. Here we have it | ooked at
seasonally. And we see for the big four: Canpyl obacter,
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sal nonel l a, shigella, E coli 0157. W have a strong

seasonal trend. Not all pathogens, follow around the sane
trajectory there. W see that the type of illnesses that we
study here are nore predom nant in the sunmer nonths. This
goes on to show sonme geographic variation that we have in
our data. So those nunbers that | mentioned are really
conposed of various trends and various break-downs
regional ly.

So we see, for exanple, that California,
Connecticut, M nnesota, New York, and Oregon all have
Campyl obacter as their |eading cause of bacterial foodborne
illness and that salnonella is the nunber one cause in
Georgia, Florida, and Tennessee. This goes on to show sone
of our | ower incidence pathogens: listeria, -- infections
and their variation across the country within FoodNet. And
it puts the nunbers on that.

Agai n, Canpyl obacter is less of a problemin
Tennessee, it seens, than in California. salnonella is |ess
promnent in Oregon than it is in Georgia and so on. And
there's really tremendous regional variation. And this
offers us the opportunity and | ook at why these variations
occur .

Agai n, another source of variation and one that
wi |l spawn an infant case control study this year is the
finding that infants are at high risk for Canpyl obacter and
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sal nonel l a, but that risk decreases over tine.

In the case of food illness, | was also able to
do, in addition to assessing the -- and assessi ng what
speci fic foods or exposure are causing these illnesses is

how much is the econom c burden or how nuch is the personal
burden of these pathogens, infections with these pathogens
on the population. And this we do by assessing
hospitalization and deaths caused by these agents. And we
see here that listeria is far and away the | eadi ng cause of
hospitalization for frequent illnesses in this country.

Anot her el enment that FoodNet is able to add to the
popul ati on- based surveillance for foodborne illness is
| ooking at nore specific infections. salnonella it is
said, is not really an "it," but a "they." It is conposed
of really a nunber of serotypes that play inportant roles in
foodborne illness. But at FoodNet, we see that Typhinmurium
are the top three salnonella serotypes listed in the year
2000. And this is related to our FoodNet study over the
| ast few years.

We can simlarly do this for two other foodborne
illnesses, shigella and vibrio. Shigella, of course is not
al ways foodborne but we see in FoodNet that nost of the
infections are -- infections. And we see a couple thousand
of those a year. And with Vibrio not as many, but we're
able to break that down into -- , non-toxigenic -- as we see

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ w NP

N NN N NN R R R R R R R R R
O » W N P O © © N O O M W N B O

27
t he breakdown of those infections there.

Summari zing just the incidence data, just the
nunbers of cases we see that again Canpyl obacter,
sal nonel |l a, shigella, E coli 0157; nunbers one through four,
overall, that shows substantial variation anong the various
sites for the pathogens, although Canpyl obacter had the
hi ghest incidence in five of the eight sites. So there's
sonme consistency there. And sal nonella had the highest
i nci dence than the other three sites.

Looki ng at trends, another thing that FoodNet is
able to do and one of the things that it brought to the
exi sting surveillance system is a way of |ooking at what is
happeni ng over tinme, as well as things that occur in the
food safety environment. W' ve seen that, for exanple, in
Canpyl obacter, in all five sites, when you conpare baseline
1996 with our nost recent 2000; that the five sites that
began in '96 all experienced decline when you conpare those
two years if you conbine those data together. If you | ook
at each site specifically, we see that four of the five
sites had a decline in Canpyl obacter. The nagnitude and the
pattern of these declines suggested change to a very --
site. salnonella infections declined in all five sites both
in a conbined fashion and individually. So each site
experienced a decline in salnonella infections.

sal monel |l a Enteritidis and Typhi nurium decli ned
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also in all five sites conbined. Shigella infection varied

tremendously fromyear to year and fromsite to site and a
| oner outbreak which | nentioned -- . Listeria infection
declined again in all sites, individually and conbi ned.
Cryptosporidium and Cycl ospora are two parasites that we
noni tored. They've declined since the -- began for those in
1997; 0157 increased, if you |ooked at all sites conbi ned
conpared '96 to 2000, an increase in four to five sites,
individually. There was marked variation fromyear to year
and fromsite to site. And this nmakes it difficult to get
an overall trend for 0157.

This table is just a sunmmary of what we' ve seen
over the years. This is reproduced fromour MWR articles
over the years. This summarizes the changes that we see in
the eval uation. Canpylobacter, listeria, salnonella,
yersinia, each showed declines, conparing 1996 to 2000.
Sone ot her pat hogens showed increases of 0157, shigella and
vi bri o.

Overall, we saw about 7 percent decline in the
f oodborne illnesses that we have under surveill ance,
conparing 1996 to 2000. Typhirmurium and Enteritidis are the
two | eadi ng causes of salnonella infections wi thin FoodNet.

As you can see, each declined, as did salnonella, overall.
It was about 30 percent decline conmparing '96 with 2000.
This next series of slides is just to give you an
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i mpressi on of how conpl ex these changes have been. This is

to |l ook at the changes over tinme in all the original five
sites. You can see that Canpyl obacter did, indeed, have a
sense of decline over tine. But it had very different
shapes in each of the five original sites.

So when we see E. coli 0157, although if you
conpare '96 with 2000, there's an increase. |If you'll [|ook
at each of the sites individually over tine, it's very
difficult to discern a silent trend through these various
sites over the last five years. Sone of themfor
sal monel | a, although there is a stronger conponent of a
downward trend here, it is not trenendous, not dramatic.

Shi gel l a agai n, not always foodborne, although declining in
the initial years, has shown a trenendous upswing in at

| east two of the sites: California and M nnesota with these
sorts of outbreaks.

Listeria, on the other hand, showed pronounced
declines in several sites and an upsw ng in another, |eading
to an overall decline in listeria, but again, difficult to
really have a silent trend out of these various figures.

I n general, however, the overall magnitude of
incidents in the rise of all of the pathogens has remnai ned
the sane over time within FoodNet. In all the years of our
surveillance, Canpyl obacter is nunber one, salnonella is
nunber two, shigella and E. coli 0157 were nunbers three and
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f our.

The incidence of | aboratory diverse sal nonella and
Campyl obacter infections seenmed to decline over tineg,
al t hough the overall trends were difficult to neasure with
the positions and reasons that | nentioned. W have
geographic variation over tinme and these are hard to
under stand but they provide opportunities for further
resear ch.

The infanous trend for E. coli 0157, in
particular, is very difficult to discern. W saw a
substanti al increase overall of shigella infections that
were driven primarily by two | arge outbreaks, one in
Centerville, Mnnesota, which is actually a series of
out breaks in daycare centers; and one in California which
was a coupl e of outbreaks from foodborne --

In the year 2000, with regards to the listeria
i nfections neasured by FoodNet; we noticed that we've seen
in the precursor surveillance systemthat FoodNet identified
that in 1989 and 1983 showed sonmewhat higher in 1989 than in
1993, higher incidents of listeria infections. That it fell
three -- per one hundred thousands -- that FoodNet --
precursor has neasured.

One of the things that FoodNet has been able to
do, again, is to pull together all the various data sources
and generate estimates of the -- . And here's one of the
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fruits of FoodNet's efforts. In other words, the major
i nfectious diseases are -- . Paul -- gave us estimtes of
foodborne illness in this country. And we estinmated that

there are 76 mllion incidents across the country that can
be related to foodborne nmechani sms and pat hogens and 323, 000
hospitalizations and 5,000 deaths. And, again, it's the
first conprehensive set of estimates that CDC s done in over
a decade. And it's been used for cost estimates, risk
assessnments, as well as nodeling for other disease
estimates.

Anot her program that has benefitted from FoodNet's
experience and FoodNet's data is the Heal thy People 2010
bj ectives that HHS puts out every decade. And for four of
the illnesses under surveillance, we have targets based on
1997 and 1998 baselines, and they go to 2010, eventually
cutting those in half.

And we see that in the year 2000, although I don't
show t he baseline, but we see progress towards those goals.
They are still quite a ways from achi eving the 2010 goal s.
So there's a lot nore work to be done in preventing these
and al so in understandi ng what is happening from popul ati on
exposure to our hearing about them

Now, as you can probably tell from sone of the
qualifications |I've put on sonme of the data |I've presented,
there are a nunber of |[imtations to this data. It's not
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perfect. There are sone social, |ocal variations which,

again, offer opportunities for study but makes it difficult
to provide summary statistics and to provide sonme of the
nunbers that help us really see the inpact of various
changes over tine.

As | nmentioned earlier, also this is not a
nati onal representative sanple. So although we do nake
estimates occasionally to the nation as a whole, those
estimates are difficult to make and require a | ot of
circunmspection. But the nunbers that we do get from
FoodNet, we feel, do represent accurately what's happening
in that |arge popul ation area.

We al so have data, as | nentioned on | aboratory
confirmed illnesses. W don't hear about the people who
don't seek care, people whose physicians don't order
cultures or |laboratories that don't do things properly. And
we do try to estinmate where that data has occurred and how
much does occur

Two of the things that we plan to concentrate over
the next few years present challenges to us and -- the
i nvol venent of the food supply which neans a potential range
of pat hogens and a potential range of published -- accounts
of these illnesses.

The information technol ogi es which can be
solutions, as well as problens, as we see in sone of the
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out breaks of food processes that were intended to alleviate

some of the -- early outbreak and ot her problens occurred.
We al so see a |lot of change in -- continuing changes,
conti nuing new technol ogi es, new and better ways to detect
pat hogens to |inking together to identify outbreaks.

And this provides us with opportunities for
finding nore cases and chall enges for people |ike us who try
to follow trends over tinme to try to incorporate those
rul es, surveillance systens, and new tools for surveillance
into our trends and into an understanding in trying to find
f oodborne il ness.

We al so have, as nentioned in the paper that |
alluded to earlier, there are a | arge proportion of
f oodborne illnesses that we detect of outbreaks in other
ci rcunstances that are caused by agents that we nentioned;
to discover what to do and to test for efficiently.

Qur projects in the current year, | think I've
menti oned these already -- but is to conduct the popul ation
survey again, to conplete and anal yze our Cryptospori di um
case control study and to continue the Listeria case control
study into a separate but perhaps a third year. And we al so
have | aunched an Environmental Health Specialist Network,
the intensity which we hope within FoodNet will help us to
| ook nore closely at environnental and -- inspections at
restaurants and other locations with -- investigations with
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out breaks and with other cases. W're also in the planning

stages for an infant illness case control study.

And in FoodNet in 2002, we have to continue
projects that | nentioned. W have to integrate FoodNet
nore fully into sone of the | aboratory-based or nore
conpl ete | aboratory-based surveillance systens, such as the
Nati onal -- Assistance Mnitoring System-- , as well as
Pul seNet. W also hope to launch that infant illness case
control study that we're planning currently and we hope to
enbark on a nore substantial retail food safety project.

We want also to do a better job of focusing on
some of the high-risk groups and focus on prevention and
education, rather than counting the nunber of illnesses.

Al of this information that |'ve given you, plus
some additional background information, and updates are
avai |l abl e on our web site, which is listed here:
www. CDC. gov/ FoodNet. And this will, again, give you an
exanpl e of our background and copi es of our reports and then
any updates and new i nformation that we have.

And all the data that |'ve asserted here we found
on the March 23, 2000, edition of the MWR which is our
survey online at the CDC s web site. That's all the
information | have today on FoodNet and 2000 data. |'d be
happy to discuss and answer any questions about that data or
ot her pathogens that perhaps FoodNet doesn't cover, things
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beyond FoodNet. CDC covers nore than just what is on

FoodNet .

M5. WACHSMUTH:  Thank you, Tom Thank you for the
nunbers. We will have a copy of your -- and the Mead
article. Questions for Ton? GCkay. W'Il start at this end
and nove down.

M5. NEILL: Very nice seeing you, Tom Peggy from
Brown University. First question is to the very striking
difference clearly sustained over tine for -- and sal nonell a
with respect to the virtual differences. First pass at the
data, we would seemto try to |look at basic ethnic
denogr aphi cs which is age, race, et cetera. |'massum ng
that you do have other variables relating to health status,

i mmunoconprom sed in particular. Do you have any hints at
that yet?

And ny second and totally unrel ated question for
you, are there efforts to try to drive that 50 percent that
the |l aboratory's testing of 0157 hi gher?

MR. VAN G LDER  The first question regarding the
regional differences is particularly striking with
canpyl obacter. W are actually actively engaged in | ooking
at that -- have | ooked at the data that we have to | ook for
denogr aphi ¢ variables that would be different fromthe rest
of the others. W |ooked at food exposures which we have,
not on an individual |level, but as we anal yze each case of
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f oodborne il l ness.

The questions about that exposure that may be the
ci rcunstance we do for that population. So for the
California site, for exanple, which has the high
Campyl obacter incidence, we have general information about
what the eating habits are. And we have conpared that to
some of the other, especially |owincidence areas and
haven't really found differences.

We've | ooked at things, |like, for instance, we do
a laboratory survey of regional differences in testing and
for sonme evidence of 0157, sone of that regional difference
is due to differences in |aboratory testing that exactly
why, for exanple, again, Canpylobacter is high in California
and |l ow, say, in Maryland. W haven't been able to
determ ne, but we're | ooking actively at that.

M5. WACHSMUTH: | think basically, |ike age of the
case, age and sex of all the cases --

MR. VAN G LDER It is very possible.

M5. WACHSMUTH: That, in and of itself, is very
i nteresting.

MR. VAN G LDER. Right. 1In fact, there are an
assenbly of the denographic differences but there are other
t hi ngs going on, as well. Regarding 0157 testing, at
FoodNet we don't have an active programto encourage testing
for 0157.
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And | think one of the really nice things and one

of our principal objectives, as | nentioned, wthin FoodNet,
is to create a network. And FoodNet, as far as |'ve seen,
is really drawing together all the various conponents,
especially at the local level, of foodborne illness
surveillance so that we have food test contact with

| aboratories to understand what they are going through in
terms of testing they are doing and how to nonitor that
under st andi ng when changes are happening. And we don't have
a real strong encouragenent to -- for themto test. W do
give themdata and try to help them understand the

i nportance to us of what they do. So | think there is sone
encour agenment in that.

M5. WACHSMUTH: Before we get to our next advisory
conm ttee nmenber, on both sides of me | have this fresh
versus frozen culture in California. | think that FoodNet
| ooked into that a little bit. Can you tell us alittle
about that?

MR. VAN G LDER W did. And actually, the data
-- . And that is a very intriguing hypothesis that has not
yet panned out. The difference is not, there doesn't seem
to be a difference in fresh poultry in California versus
frozen in Maryland. W haven't been able to determ ne that,
that there's a difference, that would cause the difference
t hat we saw
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M5. WACHSMUTH:  Thank you. Alison?

M5. OBRIEN: Yes. 1'd like a followup on --
guestion regarding the host. And I know that you gave the
data. But what is striking to nme is 1996 was the year of
the -- continuing with that and treatnment of patients wth
HV. And it's likely to have an inpact on the host.

And so we did have an inpact on the host. Since the

popul ation in California where they have a fairly
substanti al nunber of potential i mmunosuppressed people, |
was thinking it's reasonable to hypothesize that the host
becane healthier, as well, during the period from 1996 to
now. And maybe, that had an inpact on the incidents of
Campyl obacter. Do you have any data on incidents of

di arrheal disease on H V-positive people during that tine in
Cal i forni a?

MR. VAN G LDER: Wthin FoodNet, we don't have
specific information on H V-positive individuals and their
experiences of diarrhea. W do have a i Mmunoconprom sed
guestion. W have it listed specifically but the nunbers
are fairly small of any given site of persons with
i mmunoconprom sed conditi ons who may have been exposed to
diarrhea. So we don't have that w thin FoodNet.

Through the general literature we've done, the
i nci dence of diarrhea, in general, anong H V-infected
persons, particularly caused by Cryptosporidium dramatic
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ways are nentioned -- so surely there's a conponent that we

don't have a |lot of data on. W have different ways of

| ooking at it. W've |ooked at the highest popul ation
denogr aphi cally and then sone view towards their exposures.
That's sonething that, as an issue, we have to | ook at
carefully in the future.

M5. OBRIEN:. | live in Maryland -- and the nunber
of labs that actually test for 0157:H7 is not the majority,
in Maryl and, including the U S. Navy, does not routinely --
their Class A hospital does not routinely test for 0157. So
| do think that's a critical conponent of a very |ow
i nci dence of 0157.

MR. VAN G LDER  In 0157, recently, we -- and we
conpared themw th other sites and did find that they do
test nore routinely than other sites do for 0157. But it
doesn't make up the major difference between M nnesota and
some of the other sites.

M5. O BRIEN. Thank you

M5. WACHSMUTH:  Bill?

MR. SPERBER: I n one of your slides, you showed
t hat the hi ghest percentage of hospitalizations were caused
by Listeria nonocytogenes. And by far, you have 80 percent.

Do you think that initself in isolation is a very
deceptive figure, because there's so few cases of
listeriosis conpared to sal nonella and sonme of the others on

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
g » W N P O © © N O O M W N B O

40
your chart? So | was thinking that there m ght be a nore

useful way of checking this data. And | wonder, in effect,
if youll do this. Do you do that?

MR. VAN G LDER  Yes. That is sonething that we
do. There is a project that | didn't nmention that is
underway where we are | ooking at -- of salnonella, shigella
and Canpyl obacter. -- conplication of Canpyl obacter
infection. So we try to do balance that, and the slide
showing listeria infections, possibly a great percentage of
hospitilizations tends to be nore severe incidence of --
mani f est ati on.

M5. WACHSMUTH. Kati e?

M5. SWANSON: | think that having data on the
i nci dence of disease is sonething that's very useful as we
try to evaluate different intervention strategies, sonmewhat
can be useful, but I'mwondering if in addition to | ooking
at how many cases there are; is there an effort to track the
very cause of disease that's out there?

For exanpl e, inadequate heating and tine
tenperature control, cross contam nation and even at anot her
| evel ; are the di seases being caused by preparation in the
home versus restaurant versus processed foods?

MR. VAN G LDER: W approach that in two ways.
One, we do have a popul ation survey that we've done three
times, and are about to do a fourth time. The questions are

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R
O » W N P O © © N O OO M W N B O

41
-- use of various things that have been recommended for

consuner education; separation, things that sort of support

So we do have estimates of what the popul ations
are doing on an individual |evel to protect thenselves
agai nst foodborne illness and a way of |ooking at anyway in
a general sense of how | argely the nessages of food safety
have been taken up. That's very, you know, very general and
it's difficult to assess how reliable sone of that
information is.

The second way of approaching that, and | ooking at
what is going on particularly outside the hone is
this -- specialist network attached to Foodnet. That we
hope will allow us to get a better idea of what's happening
in the restaurants and in other commercial food
establishments to help us |l earn what are the risky
practices, and if we know what the risky practices are; how
preval ent are they?

I n maki ng that determ nation, how often can you
eat out? How often they have various foods that tend to be
ri sky outside the home? W hope that those two bits of data
wi Il hel p us understand better what the actual risk factors
are and then design intervention strategies --

M5. WACHSMUTH: Ckay. | just want to rem nd each
person to state your nane so the transcript can pick up
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vari ous questions. That was Katie Swanson.

MR. THENO Dave Theno, Jack in the Box. Tom |
want to commend you and CDC for the work with Foodnet. Just
being on the commttee sone years ago, having this data was
a huge help as to howthings go, so it's going nicely and we
woul d encourage you to continue your efforts.

Wrking in the neat -- , it's hard to ignore the
amount of illnesses that are of environnent origin, and |
wondered i f Foodnet was contenpl ati ng sonme surveillance of
viral organisns in addition to bacterial pathogens?

MR. VAN G LDER  We do not have active
surveillance for viral illness in part because the
di agnostic capabilities for viral illnesses and the
detection in environnental food surfaces and stuff |ike
this, are sonmewhat the bacterial conponents. In addition,
the illnesses thenselves tend to be shorter in duration so
it's nore difficult to get accurate specinens.

However, with the advance of certain technol ogies,
PCR, for exanple, for the detection in both the human st ool
and environnmental, and food sanples and with advances in
genetic -- and so forth, we have been able to identify nore
rapidly and nore sensitively viral causes of foodborne
illness. For exanple, a recent paper out of Foodnet | ooked
at one hundred previously unknown foodborne out breaks. That
i s outbreaks that we have detected, discovered, investigated
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and no positive -- have been found, so no particul ar cause.

Wel |l over half of those were found to be caused by
-- virus which is a virus causing foodborne illness. Part
of the reason that was able to be found is through FoodNet
and ot her nechanisns; kits for testing stools and ot her
sanpl es, have allowed for nore rapid and nore accurate
di agnosi s.

So al though we don't have and don't anticipate
formal surveillance for viral illnesses the way we have it
for the bacterial illnesses, | think -- detection operates
and then through sonme additional networking will allow us to
nmoni tor better and describe nore accurately the mcrobial
viral illness, as well.

So we do anticipate we will get better at
detecting viral illnesses, able to get a better idea of what
the -- but will probably not translate to fornma
surveillance within FoodNet for these agents.

M5. WACHSMUTH:  Bruce?

MR. TOWKI N Bob Tonpkin from Conagra. |'ve been
foll owi ng your MMR reports every year, and follow them
cl osely, but what you presented today is nmuch nore conplete
and | do hope that all the slides will be avail abl e through
t he Foodnet site within CDC, or no?

MR. VAN G LDER: W had made them avail abl e.
They're not currently available on the website. W are
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| ooking to return them W have previous slide sets that

we' ve had up on the web --

MR. TOWPKIN.  For future purposes, and for
transferring this information within the industry,
t hroughout the industry anyway in terns of hel ping us
understand the issues and where to focus our energies. |It's
very hel pful and the nore that we can learn fromyou and the
CDC, the better we can conmmuni cate that information

Have one sinple question and that was that in the
year 2000, in looking at all the sites the way the disease
is tracked, only one was greater than the rest. The one
for salnonella had a higher nunber case rate when all sites
wer e conbi ned, as opposed to the year 2000 based on the
original five sites.

Al of the rest were equal to or lower than so it
| ooks li ke as you expand the popul ati on base, we're getting
a | ower nunber, equal or |ower nunber. |Is that expected?

MR. VAN G LDER: Let ne answer the question. [|I'm
not sure if | understand the question. As we added new
sites, we didn't expect each site to have -- for instance
but I think we were interested to see how different, for
exanpl e, Tennessee was fromthe rest of FoodNet, with its
dramatic rates of Canpyl obacter infections, not dramatically
but somewhat hi gher rates of sal nonella infections.

So trying to understand Foodnet 2000 as we conbine
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all of the sites versus ninety-nine of the previous years

with fewer sites, we do have to conme to grips with how to
integrate those data. So if we add Tennessee to the

Canpyl obacter rates, overall decline; is that because we
have in Tennessee, just sort of surprising |low |evel of
Campyl obacter, or is it because Canpyl obacter is declining?

How we westle with the fact froma sort of
statistical point of viewis not yet been fully -- . W
need to talk about this to hel p us understand the dat a.
That's one of the reasons why we | ook at things over tine
just to look at the five sites, even though the popul ation
of the five sites is less than half of the total FoodNet
experience. But we have not yet been able to really
i ntegrate those geographic differences, those regional
differences in incidents, in such a way that we feel
confident we're followi ng trends over tine.

But that's sonething that we are | ooking into and
hopi ng to understand and agai n hope that by having different
sites that are doing conparabl e | ooks at detecting these
il nesses, than we can understand whether a difference in
Tennessee and California in Canpyl obacter, whether that's a
difference in |ooking at a difference in population or a
difference in sonething el se that happens in those
respective environnents. It presents a great opportunity to
| ook at that ill ness.
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M5. WACHSMUTH: Ckay. Dane?

MR. BERNARD: Thank you, Chair. Dane Bernard. A
procedural question first. Have you had an opportunity to
revisit the salnonella data that the previ ous speaker
i ntroduced?

M5. WACHSMUTH:  You have in our deliberations, did
you consider any of the information that you had in the
packet that would include the information that was
i ntroduced previously.

MR. BERNARD: The reason | ask is during our
del i berations |I'msure there were, but there are sone
guestions that | have on the derivation that David and
others, I"'msure that there are people on the commttee and
| just really wanted to nmake sure that they have an
opportunity to revisit that with the appropriate people.

M5. WACHSMUTH:  |I'mnot sure if you want to ask a

guestion at this point in the data or --

A PARTI CI PANT: -- | just wanted to get that out
now - -

M5. WACHSMUTH:  Yes.

MR. BERNARD: -- so that we don't |ose --

M5. WACHSMUTH:  Yes.

MR BERNARD: -- the opportunity to --

>

WACHSMUTH:  No. As | nentioned this norning,

we didn't have to have a committee report, at |east on
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performance standards for sal nonella and then addressing

that, if you want to anal yze any of the data that we have,
you woul d probably have the opportunity through subconmmttee
then back to the full commttee in August.

MR. BERNARD: Ckay.

M5. WACHSMUTH:  Ckay.

MR. BERNARD: Well, let ne ask ny question.

M5. WACHSMUTH:  Ckay.

VR. BERNARD: First of all, nmy conplinents to
both the speakers and their contributions. The salnonella
data that was presented showed us sone very good and
interesting results relative to Typhimuriumand Enteritidis,
in ternms of the downward trends. But overall, the data from
all sites 2000 doesn't show nmuch change.

Coul d you enlighten us a bit as to what those may
mean, if there is an answer to that? |'msure part of what
you just discussed regarding |looking at all sites versus the
original five sites -- but I'lIl assune a different m x of
sal nonel | a serotypes showing up today and if we did, are we,
in fact, seeing a definite trend downward or based on today,
what we have today, can we see at all?

A PARTI CI PANT: Al right. Wthin FoodNet, com ng
froma larger public health -- information system there
appears to be an overall downward trend in sal nonella that
has been going on for a few years. |It's again regional. It
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differs regionally. It differs year to year. Part of that

sort of touches on our earlier discussion to answer your
| ast question.

Part of the difficulty for us is understanding as
we add sites that are relatively high in salnonella
infections to the overall picture, what that neans for |ong
termtrends? It's encouraging that again, that overall --

t he nunber of type 2 serotypes -- . That nunber really just
seens to be fairly steadily declining. -- an overal
downward trend.

We can see there have not been dramatic changes in
the top five to seven serotypes, although if you | ook at
sal monel |l a, shigella -- there have been sonme turnovers in
some serotypes noving up and sonme serotypes noving down.
There is a paper in press |looking at that, |ooking at the
sal nonel | a serotype experience enteritidis in the United
States. | don't know when it's comng out but it should be
com ng out soon.

But to sort of summarize, the top serotypes have
not been changed dramatically over the |last few years,
particularly from FoodNet. Enteritidis and Typhi muri um have
declined, probably at a sharper angle than overall.
Salnonella -- . There's not one or two serotypes that seem
to be making up that difference.

MR. BERNARD: What it tells me is that while the
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trend appears to be in the right direction, it's too early

to be specific but the steepness of the decline of changing
serotypes if that characterizes what you said.

MR VAN G LDER | think it's a fair sumary and |
t hi nk al t hough we have al ot of confidence in Foodnet's
ability to determ ne how nuch foodborne illness there is out
there, I think it's the best information available. Five
years isn't alot of tinme on which to hang trends or to --
specifically. But we do have al ot of confidence in our data
and | think it's the best. W also continue to assure you
of better answers to the questions you have.

M5. WACHSMUTH: Ckay. Bob? Ch, Cathy. [I'msorry.

M5. DONNELLY: | just wanted to follow up on
sonmething. Wthin sal nonella serotypes, |ooking at DT-104
strands of Sal nonella typhi nuriumand now | understand that

-- has acquired this set, is that the sane data set with
respect to -- possessed in sal nonella serotypes on -- and
does this have an inpact on hospitalizations or illness?

MR. VAN G LDER: Well, you summarize neatly what
we' ve seen in salnonella -- over the last few years. There
seens to be an increase. There seens to be an increase in
the nmulti-drug resistant strains as well. -- are chief
exanpl es of that.

We're looking at it very carefully especially
within the antibiotic resistance -- which is apparent
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wi thin FoodNet but has nore states participating. But we

have not really seen a change in hospitalization of severe
illness, but part of that is for |lack of sufficient nunbers
of cases to be able to nake that conparison to what is an
active area of investigation now. So we haven't seen
changes in hospitalizations driven by anocyclovir resistant
agents, but we have seen nore nulti-drug resistant

sal nonella in particular.

M5. WACHSMUTH: St ephani e.

M5. DOORES: Stephani e Doores, Penn State
Uni versity. How do you apportion the nunber of foodborne
illnesses, | should say the nunber of illnesses associated
with food? Who nmakes that decision as to whether it's
f oodborne or not? Are the organisns ever isolated fromthe
food or are these truly confirned cases?

MR. VAN G LDER: Well, FoodNet itself, the active
surveillance portion, only counts |aboratory confirmed cases
of food illness. The information about what caused it --
what the exposures were, come from other sources, so alot
of information that we get is sinply basic denographic
i nformation.

-- what caused the illness is outside of case
control study. W try to do through sort of -- associations
to find out what the exposures are in the general popul ation
and then through case control studies about operating cases,
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try to understand what risk factors cases have that are

simlar, the sane type of reaction. W always seemto
operate investigations to look at -- to see whether
sonet hing i s foodborne or not.

G obally, for exanple, in Paul Mead's paper of how
we determ ne what portion of all the illnesses that we hear
about are foodborne or not are based on certain data that |

mentioned but in general our sort of aggregate, sort of --

analysis, if you wll, of experinents over a decade of nore
of exam ni ng foodborne di sease out breaks and -- maybe
overal | .

But if your question is do we know for each
specific case of -- whether or not that particular infection
was foodborne, then we don't know that. But we do know from
t he behavi or of organisns that we do know from di fferent
out breaks, and case control studies in non-outbreak
settings, generally what the nature of the exposures are
t hat caused these ill nesses.

M5. DOORES: How do you treat sonething |like a
bacilliferous diarrheogenic formwhen it's not one of the
organi snms that you would be testing for but the person m ght
be presenting with diarrhea? Does that fall into your
statistics at all?

MR. VAN G LDER  Well, it wouldn't fall into our
nunbers in terns of the active surveillance for foodborne
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ill ness nunbers that are in the various tables. It woul d

show up, for exanple, in population surveys when we ask
peopl e whom we found out had diarrhea over the |ast X nunber
of days. So outside of FoodNet, particularly at the state
and |l ocal level, and at the Federal |evel, we do an

i nvestigation of these serious outbreaks and attenpt to
understand the ecol ogy of the organismand how it would be

t hrough the food supply or not, in any one circunstance. So
specifically, no, we don't have information on, for exanple,
the these serious -- foodborne pathogens but we do have

ot her sources of information fromw thin FoodNet and outside
of FoodNet .

M5. DOORES: And ny |ast question is if a person
presents with diarrhea and it's not considered of foodborne
origin, what would be the nost likely source of acquisition
of that disease into another category, non-foodborne
cat egory?

M5. VAN G LDER It would be difficult because
there's so many different ways for us to slice that up.
don't know if |I want to hazard a guess. There are so nmany
different ways of declaring diarrheal illnesses. Sone of
them are encryptedly foodborne, others are not.

But there's certainly a lot of, for exanple,
daycare associ ated diarrhea in anong day care and food
staff, and famly menbers. |If that's the result of one
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child picking up salnonella or she got salnonella froma

foodborne illness at hone and brought it to day care, that

woul d all ow -- foodborne in a sense -- fromperson to
person. So it would be really difficult to hazard a guess.
There's so many different ways of getting diarrhea.

M5. WACHSMUTH:  Ckay.

M5. DOWNES: Frances Downes from M chi gan
Department of Community Health. Considering the outbreaks
in containing health care costs, particularly with nanaged
care, are you seeing any differences regionally or over tine
on changes in the physician's |ikelihood to order a stool
cul ture?

MR. VAN G LDER W see themonly access that one
time. W' ve tried to get anecdotes about that. W don't
have any systematic way of detecting whether physicians are
changing their culture practices. Physicians are
notoriously difficult to survey, and it's hard to understand
how the different forces -- have either discouraged or
encour aged cul tures.

Overall in general, they feel stool cultures don't
yield a ot of information, at |east alot of useful,

t horough informati on and therefore probably sonme are used in
some circunstances and others are used in others. The
nunbers of times is sort of difficult to know There is
sort of alittle nore conplexity in addition to nore rapid,
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nore sensitive aspects for sone of these organi sns that

there seemto be nore of. Does that represent an increase
in physicians or is that rather a phase -- . Are they doing
nore stool cultures now, than five or 10 years ago. | don't
t hi nk anybody can really say.

We are trying nostly at the | aboratory level to
under stand how that m ght be changing, and we haven't seen
dramatic differences at |east in the nunber of stool
cul tures, the nunber of stools tested, or the types of
things we were testing for.

So while we're not -- the physicians, we are
| ooki ng at the nunbers of stools that are making it into the
| aboratory. That doesn't seemto be changing. | don't
think it can be enphasized enough how different the
environnment within the |aboratory is changing. The pressure
on |l aboratories is tremendous. |I'msure it's going to have
an effect on surveill ance.

M5. WACHSMUTH:  Ckay.

MR. FARRAR. My nane is Jeff Farrar. Excellent

presentation Tom You nentioned sone of the goals, the year

2010 goals. It is inmportant to have those goals, short-term
as well, but is there any part of the discussion given to
long-termgoals in ternms of -- long-term what those nunbers

shoul d be or ultimtely should be?

MR. VAN G LDER: | think the general answer is
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yes, that that kind of discussion goes on all on the tine.

We focus ourselves within FoodNet and CDC seeing so nuch on
the i medi ate things and what the problemat hand is and
what can be done to prevent the problemfrom happening a
second tinme. | wouldn't say there's a formal plan that

| ooks globally. There's certainly an effort wi thin our

branches to reduce these illnesses as nuch as possi bl e.
What that translates into for a specific nunber, | wouldn't
know.

But | think that Stanley (phonetic) -- and

Hori zons (phonetic) --publishes wth other groups, who do
ri sk assessnent and econom c analysis and so forth. | think
we are able to take what we do best and whether if what
ot her people do best which is [ooking at interimreductions
or looking at -- determ ning acceptable risk.
Again, specifically, we don't enbark on those
ki nds of thoughts or those kinds of efforts. But you' ve got
to think of us at FoodNet in other places as we have cl oser
relationships with non-traditional public health folks, if
you will, where those kinds of issues are being addressed.
MR. HABTEMARI AM  Thank you Madam Chai rwoman. M

nanme i s Tsegaye Habtemari am from Tuskegee University. |

al so want to congratul ate the presenters. | think there was
some significant things about HACCP. It was really, really
i npressive, very significant to see these changes. | wll
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definitely look at it in greater detail

But | have a couple of questions. First, the --
for FoodNet that you referred to. | know you have sone very
good reasons for doing that. And you can al so see that
FoodNet is a very powerful resource. There are a lot of --
but you had also indicated that it is not representative.
That is a very inportant issue. Do you have plans to
address that issue so that in fact, there will also be sound
information that will be applicable for the nation as a
whol e. That's one questi on.

In your -- or incidents, you were indicating that
the results are going down in many of the areas. | can
understand that when incidents were referred to in |ab data
as well as physician's records. But | was curious, when you
do the popul ation survey are you actually asking incidence
information or what exists at the point of time you' re doing
the survey, just for preval ence? | need sone clarification.

Coul d you speak to those issues?

MR. VAN G LDER  Sure. |I'Ill take the second
question first. | actually think we're probably getting a
m xture of incidence and preval ence data in our population
survey and aski ng peopl e whether they have diarrhea in the
last nonth. We try to elimnate some of the -- cases by
excl udi ng peopl e out who have ongoi ng reasons for having
di arr hea.
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We also try by conparing our findings with the

findings of simlar and -- efforts in the U K and other
pl aces, particularly Wstern Europe to understand how
different ways of asking that to get different results. But
| think it's probably not a clean incidence of diarrhea that
we're getting. It's a pretty good nunber of results and it
does conpare well with other efforts -- we feel like we're -
- same magni tude of problenms and so | think that we're
getting a pretty good i dea of how nuch tinme we have on our
hands.

Your first question regarding the
representati veness of FoodNet, the site we've chosen by
conpetitive process so the sites represent those sites of --
application, a commttee that chose themover tine. So
they're not explicitly nationally represented. They're
chosen at random for exanple.

However, in |ooking at the denographics of the
FoodNet popul ation versus the rest of the nation in age
structure and sex and race and so forth, insofar as we have
that information, it's conparable to the U S. population in
nost respects. W actually have a doctoral student who is
| ooking nore explicitly at statistical issues in nmaking
i nferences fromthe FoodNet to the nation as a whole. So
we' re addressing themin that sense. W are not addressing
in the sense of attenpting to enlist other sites or sonmehow
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randonm ze the sites that we have. And that woul d make them

national ly representative,

But it's certainly something that we are
interesting in hearing nore about and are taking steps to do
so. \Wether in the end, for one level to be the
statistically national representative, | doubt, but a good
i dea of what FoodNet is doing relative to the rest of the
country. At |east be able to, when we nmake nati onal
estimates, know what the hazards are and what the
l[imtations would be on those national estinmates.

M5. WACHSMUTH:  Bob.

MR. BUCHANAN: Bob Buchanan, FDA. |1'd like to
express ny appreciation for a good presentation. 1In the
question that came out, you did nention the NARMS program
which is the other half of FoodNet activities. It's ny
understanding that in addition to direct analysis great deal
of tinme selecting sanples that FSIS collects in terns of
sal nonel l a, including |I understand -- serotyping on the
organismin addition to -- resistance patterns.

It would seemto ne that this would tell us a
great deal about the role of foods and which foods were
associated with this by conparing the serotypes com ng out
of the NARMS programin conjunction with the
-- . Is there any claim | did not notice any included in
the 2001 or 2002 budget that actually conpared serotypes
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comng fromthe different products versus what you're seeing

in the popul ati on.

MR. VAN G LDER. Right. What that is, is an
active ongoing effort. Instead of going fromthe Foodnet
side is to link the patient information that we have with
the isolate informati on we have with the other isol ates that
we get through NARMS, though Pul seNet and through ot her
nmeans including sone ab work isolates so that we can get a
better idea of what the epidemology is in humans and
concurring at |east ecologically with the information that
we're getting fromour private sector

Al so, just our ongoing efforts within Foodnet to
try to understand how our trends or how our nunbers are
l[ining up with the nunbers that we've gotten from-- and
fromretail establishnents. Basically, these discussions
are ongoing with projects -- trying to | ook at regional
di fferences in Canpyl obacter is a step in that direction.
And try to |l ook at product sanpling data whether it's ours
or someone else's --

M5. WACHSMUTH:  Thank you. Ckay. Larry?

MR. BEUCHAT: M question is also on the
conci seness of your presentation, Tom M/ question deals
with NARMS also. Did the data that is being generated by
t hat conponent of the Foodnet allow you to attenpt to
correl ate nunbers and types of antibiotic resistant
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sal monell as with foods or foods containing ingredients that

were inported versus donestic?

The second part of that question would be is there
a mechani sm or are you pursuing nechanisns to interact with
surveillance groups in other countries and other continents,
t he European Union, for exanple?

MR. VAN G LDER Let ne take the second question
first. Yes, we are both in FoodNet generally and NARMS in
particular. There is a large collaboration with food
sanmpling in the Public Health Laboratory in the U K and the
British Culinary Services Laboratory in Denmark.

There is also through a separate programw th the
same cast of characters that worked on the sal nonella
surveillance, an effort to nmake sal nonella serotyping
gl obally, at |east through the sharing of serotype
information and then if multi-drug resistant salnonella is
found then with a network set up you can ask ot her
countries.

It's not quite as seanless as that but there are a
nunber of efforts to try to nmake both general foodborne
i nformati on but al so pathogen-specific information with
countries in the devel oped and in the devel opi ng worl d.

Now your first question regarding efforts to
determ ne whether -- in foods. 1'd have to say | don't know
specifically what efforts in that direction outside the

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
g » W N P O © © N O O M W N B O

61
Qut break Center. Certainly there are a nunber of outbreaks

t hat devel oped that in other agencies efforts to trace back
things to their origin, has taken us to other countries. So
we have that elenent. There may be others that |I'm not
aware of but specifically with a -- international versus
donesti c conmponent --

M5. WACHSMUTH.  Swami ?
MR. SWAM NATHAN: Bal a Swam nat han, CDC. FoodNet
counts culture confirmed cases. W have seen that -- non
culture identification of E. coli including E. coli 0157: H/.
| have two questions. One is are we going to see an
increase in the E. coli 0157 nunbers in FoodNet although
there is no decline in E.coli 0157 and, (2) are there plans
to nodi fy your |aboratory questionnaires to ask the question
(1) do you culture for E. coli 0157; (2) do you use non-
cultural methods for detecting S. tec, or (3) do you | ook
for S. tec at all?
MR. VAN G LDER Yes. It's hard to know with the
advent of probably nore sensitive non-cul ture nethods
whet her we'll see nore or less S. tec, | guess in sone ways

per haps 0157 specifically because we identified essentially

-- it would be identified as -- toxin producing.
We have nodi fied sonmewhat our case for -- so that
we ascertain -- toxin producing E. coli whatever reference

has been identified subsequent to getting serotype
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information so that we know that it is 0157 or one of the

other S types. So we have nodified it sonewhat to capture
some of those changes.

So we hope that we would be able to get a true
estimate of what's happening in the world of S. tec
difficulty tracking 0157 specifically. However, we're
working both in this effort, since we are at FoodNet, but
certainly we are nmaking efforts to understand who woul d be
i nvol ved in these decisions but also to nove forward to have
states request or perhaps require |aboratories to send them
positive isolates, so if they detect S. tec or non-culture
net hod, they can send that out to the state for serotyping.

So we hope that if you're not, you can use that serotype
i nformation.

The second question regardi ng surveying the
| aboratories for information about 0157 testing, rather
S. tec testing. W have done that actually in tw of our
| ab surveys, the '97 and the 2000. W did ask whether they
test for 0157 or not, whether they use culture methods or
non-cul ture methods. W have seen certain anounts of -- we
have seen an increase in lab culture nethod testing for S
tec.

| think that's probably too strong a term There
were a few |l abs who did in 1997, and there were quite a few
nmore who did in 2000. But still, just a nom nal percentage
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of the | aboratories have -- some of the | aboratories that

are quite large. So in terns of the nunber of stools being
tested in that way, it's probably certainly not the
majority, but there certainly are a nunber of |aboratories
who say they are testing for it.

So again, it's a potential conplication and also a
potential opportunity and we're hoping that -- is such an
active nmethod that we're able to begin to understand, if not
have an inpact on these trends.

M5. WACHSMUTH: One nore question before we break.

MR. LUCHANSKY: John Luchansky, ARS. 1'Ill try to
be quick. A followup I think to Sperber's question. Am]
correct in assumng that the data do not reflect for
listeriosis atypical cases? |If so, do you have a sense for
what that value or |evel mght be?

MR. VAN G LDER: Basically, are you specifically
referring to the -- manifestation of |listeriosis versus
ot hers, or do you have sonething else in mnd

MR. LUCHANSKY: That's correct, yes.

MR. VAN G LDER: Foodnet collects, specifically
collects data on serosite (phonetic) listeria isolations.

So a stool listeria would be recogni zed but not encountered
as a case of listeriosis in Foodnet. And in sonme of our
case control studies, we choose out sone of those types of

i ssues nore specifically. So far in the year that the case
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control studies have been going on, we've only had one sort

of atypical case cone up, sone kind of bizarre wound
isolation. But in general the case definition for FoodNet
listeriosis is an isolate for serosite, -- and CSF are sort
of exanpl es.

MR. LUCHANSKY: Wth that being said, do you have
a feel for whether or not atypical cases m ght be sonething
to consider or not consider?

MR. VAN G LDER | don't know how to answer
exactly except that we certainly, in our branch in general,
| ook at those and certainly | ook themup when they cone to
our attention. | don't know if anybody has | ooked at how
often they occur.

-- outbreak in Wsconsin back in '95 or so but
specifically within FoodNet counting or trying to keep track
of them we don't have the funds to do so. But in general,
we do hear about those kinds of things. W discuss these
cases as they cone up in general is interested in know ng
about them as they occur. And then there are tinmes when, in
fact, we go out and try to identify them

M5. WACHSMUTH. Tom a splendid job of answering
all the questions. | apologize to Phil Derfler. W're
going to nove himto right after the break. So 15 m nutes.

(Break at 10:45 a.m)

(Meeting resunmed at 11:10 a. m
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M5. WACHSMUTH: Ckay. You can start. Qur next

speaki ng has the privilege of doing what |'ve said that we
can't do, he does policy. This is Phil Derfler, who is the
Deputy Administrator for the Ofice of Policy, Program
Devel opnent and Eval uati on known at FSIS as OPPDE. And
Phil's office does create the policies and tries to use the
science that our O fice of Public Health and Science
col l ects together and anal yzes.

He's going to talk to us now about the policy
aspects of the salnonella performance standard. He is a
| awyer, so he's very well credentialed. Phil? Don't hold
it against him

(Laughter.)

MR. DERFLER: Actually, | was going to say that
it's a privilege to be here and that it's quite intimdating
as I'mnot a scientist, in speaking before this group. 1'Il
do the best that | can.

|"mgoing to tal k about the sal nonella performance
standard for raw product, for carcasses and for ground beef.

| passed out, in addition to the materials that you have in
your book, the current standards that we have in place. |'m
going to discuss three aspects of the procurenent standards.

First, why FSIS chose sal nonella as the target
organi sm for pathogen reduction. Second, how FSIS arrived
at the levels in the performance standards and, third, how
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FSI'S ensures conpliance in the performance standards.

Pl ease keep in mnd that FSIS also has in place
sal nonel | a performance standards for other types of
products, in particular for cooked, ready-to-eat neat
products. These performance standards were arrived at in a
different way and serve a different purpose than the
sal nonel | a performance standards for raw product.

We're not going to tal k about those and any
guestions that you' ve got that deal with those perfornmance
standards, we want to take those off the table. M talk is
going to focus on the raw product performance standards.

So why was sal nonell a chosen as the target
organisn? As M. Billy stated earlier, HACCP and
performance standards are intertwined in the Agency's
regul atory strategy for inproving food safety.

I n the pathogen reduction HACCP final rule that
FSI'S promul gated in 1996, the Agency gave four reasons for
why it considered salnonella to be the appropriate organi sm
to use as the neasure of performance in pathogen reduction.

First, salnonella is a probl em pathogen. As the
previ ous speaker pointed out, it's anong the nost common
causes of foodborne illness associated with nmeat and poul try
products.

Second, salnonella is relatively easy to find.
Current testing nethodol ogi es can recover salnonella froma
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vari ety of neat and poultry products.

Third, salnonella is a useful indicator.
Interventions that end up reducing salnonella are likely to
be beneficial in reducing contam nation of other --
pat hogens.

Finally, it's role in determ ning what's happening
with salnonella, as it occurs at frequencies that permt
changes in its occurrence to be detected in and nonitored.
These four factors make clear that FSIS chose sal nonella as
its target because it would provide ready indication as to
whet her SSOP's, sanitation standard operating procedures, in
HACCP were succeeding in controlling and reduci ng pat hogens.

How was the | evel of salnonella in the performance
st andards determ ned? The pathogen reducti on HACCP system
final rule set pathogen reduction performance standards for
sal monel |l a that nmust be net by all slaughter plants and al
pl ants that produce raw, ground products.

There are separate performance standards for
carcasses of cattle, one for steers and heifers and one for
cows and bulls, for market hog carcasses and for young
chi ckens. There are al so pathogen reduction perfornmance
standards for ground beef, ground chicken and ground turkey.

The pat hogen reduction performance standards for
sal nonel |l a are based on FSIS data coll ection which are
referred to as baseline studies. There was a separate
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basel i ne study for each product category. The Agency used

the results of these baseline studies to provide a national
estimate for each product category of the percentage of
product that contained sal nonell a.

In the final rule FSIS concluded that these
national estimates for sal nonella preval ence was the best
avai | abl e data on which to establish sal nonella performance
standards. So the performance standards have been set based
on national estinmates of sal nonella preval ence. For
exanpl e, the standard for ground beef is 7.5 percent because
the results in the baseline study support a national
estimate of 7.5 percent of ground beef contains sal nonell a,
or at least they did based on the studies that were
conduct ed.

The performance standards, however, are not
directly translatable into an enforceabl e neasure. After
devel opi ng the standards the Agency set out to design a
sanpl i ng approach for determ ni ng whet her an establ i shnent
is nmeeting the applicable standard. The Agency decided to
measur e individual plant performance using a series of
sanpl e sets.

FSI'S defines sanple sets based on two paraneters:
t he nunber of test results in the set and the maxi num nunber
of positives that can occur and there still be conpliance.

As for the fornmer factor, FSIS decided that the
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set size should be greater than 50, so that in doing

sanpling, FSIS would be neasuring process control over a
period of tine.

As for the nunber of positives, FSIS set these
nunbers so that establishnents that are operating at the
performance standard, that is at the national preval ence
| evel, would have an 80 percent probability of passing the
set .

The Preanble to the final rule was when FSI S
deci ded to choose the 80 percent |evel based on the
bal anci ng of three factors: the need to prevent
establishments fromfailing to neet the standard based on
chance results, the need to ensure that plants that were not
nmeeting the standard would be readily detected and t he need
to give plants an incentive to perform beyond what woul d be
m nimal |y required.

G ven the decision to use the set size over 50 and
an 80 percent probability of passing the standard a nunber
of sanples and the nunber of positives to achieve the
standard in a set, were determ ned using bi nom al
probability distribution.

Now to explain how that works froma prior
statistician which | am-- but to give you an exanple, for
ground beef, the performance standard is 7.5 percent. A
pl ant woul d be considered to neet the standard if out of 53
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sanples, five or |ess were positive.

The approach that FSIS used in setting the
performance standards results in the | evels of performance
that establishments nust achi eve varying from product class
to product class. This led sone to conplain about
inequities in the standards. For exanple, that boilers can
have a 20 percent positive for salnonella to pass, while
steers and heifers can only be one percent positive to pass.

The standards are consistent however, because what
is required is the same for all establishnents. They nust
achieve at |east the baseline | evel of performance for the
product cl asses that they produce.

It is inmportant to note that the sal nonella
performance standards are not based on quantitative
assessnment of the risk posed by any particul ar incidence of
contam nation, nore on the determ nation of a safe incidence
level. In other words, the | evels are not based on how nuch
salmonella it takes to nake a person sick. There's not an
adequate scientific basis for maki ng such an assessnent.

The sal nonel | a performance standards are based
instead on the public health judgnment that reducing the
percentage of product with salnonella will reduce the risk
of foodborne illness. And that it is inportant for an
establishnment to denonstrate that it is able to control the
occurrence of pathogens in its product. That is, that it is
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able to consistently produce product that neets the

per f or mance st andard.

Data collected in 2000, and M. Billy nmentioned
before, indicate that sal nonella preval ence in each of the
product categories subject to performance standards have
dropped since HACCP inpl enentati on and that overall, 90
percent of all plants tested are neeting the standards.

Despite these encouraging results there has been
sonme concern expressed by people in the industry that the
standards are too stringent. The Agency's response to these
concerns is this, it is feasible for all establishnments to
nmeet or exceed the baseline preval ence of contam nation of
sal nonel la particularly if the plant maintains sanitary
conditions, neets the sanitation standard operating
conditions and operate in accordance with an adequate
val i dat ed HACCP system

These fact are strongly supported by the results
of the testing that FSIS has done which, as | stated, show
that nost establishnents are neeting the standard. Now --
how does FSIS enforce the performance standards?

It is inportant to point out that establishnments
must neet the sal nonella performance standard not on a | ot
by |l ot basis, but consistently over a period of time. 1In
ot her words, the standards for raw product are not used to
j udge whet her specific lots of product are adulterated or
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not, rather the standards are intended to be a basis on

whi ch to eval uate the adequacy of an establishnent's HACCP
systemin controlling and reduci ng hazards incl udi ng
pat hogeni ¢ bacteria in the product.

FSI'S determ nes an establishment's conpliance with
t he sal nonell a performance standard by taking the
appropriate nunber of sanples, generally at a rate of one
per day, testing each sanple for sal nonella and determ ning
whet her the nunber of positives is above the maximum for
permtted for that product.

The Agency's goal is to achi eve pathogen reduction
by ensuring that all slaughter and raw ground establishnments
neet the performance standards established by FSIS.
Enforcenent is based on a two part testing program Ongoi ng
testing which includes all establishnents at regul ar
intervals, irrespective of performance, and targeted testing
that's focused on establishnents that have been unable to
nmeet the performance standard.

If I"'mgoing with targeted testing, and an
establ i shment evidences that the performance standard i s not
being nmet, then FSIS will decide whether to conduct foll ow
up testing on the basis of several factors.

FSIS initiates another set of tests immedi ately at
all establishnments, with test results that significantly
exceed the standard. [|f an establishment has sal nonella
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test results marginally above the Iimt, and takes

corrective action, FSIS may decide that imrediate follow up
testing is not necessary. |If on the other hand, that

est abl i shnment were not to take -- corrective action or if it
took no action at all, then FSIS would institute another
series of tests despite the fact that the results were only
mar gi nal | y above the standard.

I f an establishnent fails the second targeted
series of tests, then it is acquired to reassess its HACCP
plan for the tested product and to nodify its claimas
necessary to achi eve the sal nonella perfornmance standard.

If the establishnment fails to reassess its HACCP
pl an and nmake the nodifications in its plan that the
reassessnment suggests or if it fails a third series of
tests, FSIS will give the establishnment notice that it
intends to suspend inspection services.

The suspension will remain in effect until the
est abl i shnment conmes forward with a credible plan through
nodi fication of its HACCP plan, that will likely enable it
to meet the performance standard.

In closing, I'd like to reiterate what | think are
some of the nore inportant points to renenber about the
sal nonel | a performance standard. First, the standards are
based on what FSI'S concluded were the best avail able data on
t he preval ence of salnonella in raw products. The standards
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wer e established based on FSIS public health judgnent that

reduci ng the percentage of carcasses in ground product of
salnonella will reduce the risk of foodborne ill nesses.

Second, we know t hat the sal nonel |l a performance
standards are achi evabl e because they are based on
nati onw de baseline surveys of what establishnents were
achieving prior to HACCP inplementation. |In fact, an
overwhel mng majority of plants have been able to neet those
-- standards since they were inpl enented.

Third, the salnonella standards are not for use
for judging specific product, but instead are used to
eval uate the performance of an establishment overtinme, and
finally, as M. Billy said, there's reason to believe that
t he sal nonella standards are working. Sal nonella nunbers
are down in the products for which standards have been set
and there is at |east the suggestion in the CDC FoodNet
data, that foodborne illness is down, as well.

M5. WACHSMUTH:  Thanks, Phil. Any questions from
t he menbers? Swam ?

MR. SWAM NATHAN: Bal a Swam nat han CDC. You
mentioned in the beginning that there should be an incentive
to the plants to exceed the sal nonella perfornmance standard,
but you never discussed what the incentive would be.

MR. DERFLER. Well, | didn't say that there should
be an incentive. | said that we established the 80 percent
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as an incentive. That was one, in fact, incentive that we

set in arriving at the 80 percent level. W wanted to
provi de some incentive to the plants.

M5. WACHSMUTH. Kati e?

M5. SWANSON: Katie Swanson, Pillsbury. Ws
E. coli testing inplenented at the sane tine that the
sal nonel | a performance standards were inplenented by the
facilities and could those data also contribute to the
reduction in salnonella | evel s because they' ve got a
quantitative neasure to collect against?

MR. DERFLER  The generic E. coli standards in the
regul ations are voluntary that are done by -- they were not
done by FSIS.

M5. SWANSON: Ri ght.

MR. DERFLER:  You know, |I'm not going to judge
what those nmeasures -- it was intended as a neasure of
process control. That's how we describe it in the final
rule, not as a neasure of pathogen reduction.

M5. SWANSON:  Yes. | only bring it up because one
of the questions that is posed is related to are there
indicators that could be used in lieu of salnonella testing?

| just am wondering since the E. coli indicator
was i nplenmented at the sanme tinme that salnonella testing
was, the reduction m ght be a conbination of both results.

MR. DERFLER: Al | can say is the Agency's intent

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o A~ w N P

N NN N NN R R R R R R R R R R
g » W N P O © © N O O M W N B O

76
at the tinme --

M5. SWANSON:  Thank you.

M5. WACHSMUTH: If | can recall correctly, E col
testing was inplenented six nonths before the sal nonella
testing. It's done by plants. | don't knowif there wll
be comparability. Bruce?

MR. TOWKI N Bruce Tonmpkin from ConAgra. To what
degree does the Agency provide information to those plants
that do not neet the performance standards, information that
could help them neet the standard? |Is there any gui dance
provi ded for these establishnments?

MR. DERFLER. One of the things that we do for
plants that have failed two sets in a row-- the first set
there is no particular consequence. But after the second set
is failed, we do an in-depth verification at the plant.

Now a | ot of plants view that as a threatening
gesture. It's really not intended to be threatening. It's
intended for us to go through the plant, through the conpany
and try and suggest where we see problens, as a way to help
the plants cone into conpliance.

W' ve | earned that small and very small plants
vi ew t he HACCP i npl enent ati on process as part of the next
steps initiative. W intend to continue and to renew t hose
efforts. W've put out guidance to brand new plants for E
coli 0147, but that gui dance coul d have sonme turnover to
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sal nonell a | evel s.

We intend to provide additional guidance sonetine
in the future -- E. coli 0147 but probably woul d have sone
carryover. So we have made sone neasure of efforts to try
and provide information to small plants.

M5. WACHSMUTH:  Davi d?

MR. THENO David Theno with Jack in the Box. In
t he ground beef operations, specifically ground beef
operations where it's not a -- operation. Cearly these
peopl e are taking what |'m sure doesn't convert into ground
beef and they don't have an intervention -- purposes. Has
anyt hi ng been done to -- grinding operations back to the
sl aughter plants. Because that's, you know, where
originally the -- are comng from although it could be SOP

i ssues or sanitation issues within the grinding plant?

MR. DERFLER. |'mnot aware of -- but | trace it
back to the -- the Preanble to the final rule. Sonme of the
things -- nake clear that we believe that the appropriate --
for a -- plant is intake. It nmay be necessary to establish

ground standards, standards for the incom ng product so that
we are able to control salnonella |evels and ot her pathogen
| evel s.

M5. WACHSMUTH: Ckay. Dane?

MR. BERNARD: Thank you. Dane Bernard. This is
getting a little confusing.
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(Laughter.)

Thank you for your presentation. Are we going to
have copies of M. Derfler's, and the other speakers
presentations? There were a nunber of itens in there that
I"d like to have a chance to | ook at and becone nore
famliar wth.

The question | had asked earlier about revisiting
the -- information referred to in the first talk, I'd still
like to come back to that. A lot of what we just heard
about | think would be informed by going back and | ooki ng at
t he derivation of the performance standards. The conparison
that we're asked to make with today's performance versus
t hose performance standards, | don't want to do right now.
|"d like to resune the opportunity |ater.

What 1'mgoing to do is ask a question regarding
i nki ng things back through the supply chain in terns of
wor ki ng fromthe ground beef producers back through the
supply chain. | know that the information that was referred
to earlier, the very last table we were -- refers to the
nunber of sanple sets taken and passed.

If ny quick math serves ne at all, we've got about
70 sanple sets this is all -- represents severa
establ i shments for cows, bulls, steers and heifers. G ound
beef is going to come fromone of those, versus 653 sanples
fromground beef. |If the interventions really can be
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applied at slaughter, are we a little out of bal ance here?

MR. DERFLER: -- salnonella, the Agency said at
that tinme that it would | ook at slaughter, particularly in
plants that -- slaughter -- and would | ook at the grinding
| evel, at the grinding product, the ground product. In part
because it was closer to the consuner, and in part because
it was happening in the plant. Sinply that judgnent is one
that this conmttee forned, but that is what they were
saying in the Preanble to the final rule.

M5. WACHSMUTH: | think the fact that product was
mani pul ated further, it was closer to the consuner. Al so,
the E. coli testing that Katie nentioned in terns of process
control was not applied to the grinders. It applies to the
sl aughterers because it is a surrogate for fecal
contam nation. So we have a lesson to nention to the
grinders as well. Dave?

MR. ACHESON: Dave Acheson. To come back to a
third point on why sal nonella was chosen. |It's a useful
i ndi cator of other enteric pathogens. How good was the data
was salnonella really telling you what's going on with 0157
and Canpyl obacter, two other mmjor enteric pathogens?

MR. DERFLER:. |'mnot sure that | am equi pped to
answer that question. But | can tell you that in the
Preanble to the final -- proposal and the final rule the
Agency made the point. | don't know that the Agency ever
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said that there was a specific correlation between

sal nonell a and 0157. But what | think we said was that
generally salnonella -- and ot her pathogens as well. |
think that's what the agency said.

M5. CLIVER Control efforts for one mght --
control

M5. WACHSMUTH: | was trying to keep things in
order. John, your reaction?

MR. KOBAYASHI : John Kobayashi. Regarding those
plants that fail to neet the standards, is there any effort
to determ ne whether plants that fail to neet standards to
reduce foodborne illnesses, either by sharing the identities
of the plants with the Centers for D sease Control or submt

human i solates to the Pul seNet systemsee if there's any

relationship to human ill ness?
MR. DERFLER: | don't think that happens as a
matter of course. | think that's happened on occasi on, but

| don't believe that occurs as a matter of course.

M5. OLIVER  Swam nat han may be able to hel p, but
to date we don't have a regular programfor subtype within
FSI'S. The regular programfor subtyping by -- the
sal nonella isolates. W do that with listeria and 0157.
That information goes into Pul seNet but not routinely with
sal monel la. Swam would you --

MR. SWAM NATHAN: Bal a Swam nat han, CDC. That is
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correct. W get nostly 0157 and listeria fromthe

USDA/FSI'S, and fromthe -- |aboratory, special projects and
-- support laboratory FSIS --

The pat hogens that we get usually do not have nuch
information associated with it other than an OB designation
t he out break, and then a nunber which matches the human
i solates. Then we contact the appropriate people at the
USDA/ FSI'S office to ask for the nanmes and then | ater on
sonme information cones through. | understand there's a
problem a regulatory problemthat the USDA has that they
cannot share additional information w th us.

M5. OLIVER  Tsegaye?

MR. HABTEMARI AM  Thank you. Policy is being
driven by science. Wen you were referring to the estimate,
the 80 percent estimate, you indicated that there wasn't
enough scientific information and | can appreciate that.

Were there a broad representative of experts other
than FSIS involved in the decisionmaking for that cut off
poi nt. Because that kind of a nunmber conmes to really affect
al ot and cones to the bottomline without any flexibility?

The second question is | know small and very snal

processors, especially in the South that -- . So to
follow up on the previous questions, are there sone plans or
mechani snms to assi st these processors who are al ready out
but are now interested in com ng back in business? Do you
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assist themto sonehow get back into the systenf?

MR. DERFLER In answer to your first question,
the 80 percent level that we ultimately cane up with was the
result of a public neetings and comrent process. So our
decision was ultimtely made in the Agency. It wasn't a
common process. Let ne just sort of point out nore
definitively.

For a plant ultimately to be suspended they have
to be failed three sets in arow So we're very concerned
that it not be a chance occurrence. So we -- one set of 50
sonething that they failed -- they failed a second sanpli ng,
they failed a third sanpling. You know, there's plenty of
opportunity during that time -- if they're operating at the
current national preval ence level, it's going to cone out.
If they're not, then there's a significant problemwth the
process. They have two opportunities during that tinme to
correct and inprove their process.

As far as the small and very small plants; as part
of HACCP i npl ementati on, we've created a small and very
small plant -- that remains in effect -- and we've been
putting renewed enphasis on snmall and very small plants as
part of HACCP Next Steps so there will plenty of opportunity
for themto get assistance when they need it.

M5. OLIVER  Bob?

MR. BUCHANAN: Bob Buchanan, FDA. | just wanted
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to make one comment and a question in regard to what we

heard in relation to the charge that we were provided.
The first comment is just one on state statistics.
| take it that soneone being in the plants woul dn't and
that three tinmes in a row just by chance is less than .008 -

The second comrent relates to the ground beef
versus -- control standards. | just want to clarify that a
separate baseline study was done to identify the
technol ogi cal -- for ground beef; and (2) eval uating what
guestions you asked about -- . In slaughter in the past, --
ground beef.

Can we assune that that product will be held under
condi tions between the chiller and the slaughter house, and
subsequent |y under refrigerated conditions throughout the
rest of its stay in nmaking ground beef products -- . Do |
know these are the differences that they' re making
between -- chilling of the original -- ? Should we nake
t hat assunption when we're | ooking for the technol ogical --
defect rate of -- plants?

MR. DERFLER. The answer to your first question is
t hat --

MR. ENGELJOHN: This is Dan Engeljohn with FSI S,
| can answer the second part of that question about
assunptions nmade. | would say you should assune that --
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di stribution of the product around the country is not --

MR. DERFLER: Qur assunption would be that the
pl ants would control that in your HACCP pl ans.

M5. CLIVER  Okay. Peggy?

M5. NEILL: Peggy Neill from Brown University.
Now t hat you've got two years worth of data, |'m wondering
if you have interest or experience in trying to | ook at
conparing the various aspects of suppliers who are
consistently neeting their target versus those who
sporadically neet their target versus those who consistently
don't neet the target.

MR. DERFLER | think when we | ook at the data --
our resources allowus to do. W don't have a particular
plan, if that's what you're suggesting. But we do tend to
| ook at the data as -- and it is our intention to neet the
standards over tine so that they -- that will certainly be
part of our consideration in reassessing the standards.

Only one way, at least in -- for all size plans
under HACCP, that only occurred in January. So what we do
in |looking at the data that we have, we're now starting to
consi der that at part of --

M5. CLIVER Bill?

MR. SPERBER  Thank you, Madame Chair. |'mBill
Sperber fromCargill. 1'd like to followup on the point
that Katie Swanson raised. It was a very good question.
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Since generic E. coli nonitoring is included in the pathogen

reduction regulation. And it started about the sane tine as
enforcenent of the sal nonella performance standards. How do
we really know if the subsequent reductions now being
recorded on listeria are because of the generic E. col
noni toring. Kaye stated that generic E. coli nonitoring had
been done six nonths earlier.

So a minor point of clarification I'd like to
make, and | assune this is accurate is that when -- did
generic E. coli nonitoring begin imed ately and very
qui ckly in 1996, and the sal nonella performance standard
wasn't inplenmented in large plants until January of ' 97.

My point here is if you wanted to conpare the
effects of these two standards in the industry, the baseline
data that was collected to devel op the sal nonell a
performance standards was collected -- before 1996. So |
think it's accurate to say that generic E. coli nonitoring
and E. coli testing, salnonella performance standards
occurred at the sane tine relative to the collection of the
basel i ne data. They both occurred after. By that | ogical
order then --

M5. OLIVER One set of data are Agency data, the
ot her data belongs to plants and are generated by the
pl ants. We set national averages to help a plant conpare
t henselves to the nation, but it's for the plant. It's for
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the internal use of the plant, to nake sure that the process

is under control. Alison?

M5. OBRIEN. 1'd like to followup on the
previous question with remarks and then get to my original
question. |If a plant has data, internal data they generate
fromgeneric E.coli testing, and that plant fails the
sal monel | a standards, now let's say for the second tine; do
they go back and | ook to see if they m xed sonething up on
generic E. coli testing? |s that question addressed?

MR. DERFLER: It's not addressed as part of the
regs. We would hope that they would do that as part of the
assessnment that they do.

M5. OBRIEN. That would, in fact -- the question
-- each assessnent is saying the sanme thing. You would hope
that if they had picked up generic E. coli and found a
problem they would have done sonething about it
i edi at el y.

My original question is what percent of plants
fail twice for performance standards or three tinmes?

MR. DERFLER  Three times, | believe there's been
four plants. Three -- and one slaughter plant failed. |
don't know t he percentage that have failed two sets. | can
tell you that of the four plants that failed three sets,
three of the four were back up and running very quickly.
Only one of themfailed a fourth set and was suspended for
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an extended period of tine.

M5. OLIVER  And the ones that were back up and
runni ng, was their problem properly taken care of and not
conme agai n.

MR. DERFLER One of themis in bankruptcy and no
| onger operating. One of themis -- and the third, |I'm not
positive as to whether or not they finished their first set.

But they cane back fairly quickly because they did change
their HACCP plan and have been operating since.

M5. CLIVER Thank you. The other part of the
generic E. coli testing is that it does not apply to the
grinding. John?

MR. KVENBERG. John Kvenberg. Phil, ny question
just goes to the data we were | ooking at on these tables as
it relates to large plants. | don't know if any concl usions

can be drawn by these percentages. Extracting |arge plant

data fromtotal data, there appears that, well, considering
ground beef 6.4 the first year, -- and 3.3, a decline over
all, yet large plants were going from4.9 percent and 6.7 to
5. 4.

And on the second table presented is the nunber of
pl ants nean, and | ook at the averages for the whole industry
of ground beef, 88 percent, 87 percent and 91 percent, and
we're achieving at really large plants starting at 88
percent, then 85 to 81 percent.
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|s there sonmething wong in |ooking at this data

relative to these percentages as they relate to | arge
plants, that indicate a point where they're not making
progress, or why do these nunbers | ook the way they do in
| arge plants?

M5. OLIVER  Bruce?

MR. TOWKI N  Bruce Tonpkin from ConAgra
Actually | was supposed to give a summary from' 98 through
2000. Knowi ng what's going on in this industry, the various
industries, | -- anticipated the large firns having spent
the nmoney up front for all the interventions and so on. But
many of the smaller plants Just how the very small plants
with fewer enployees ultimately performthis is not certain
because the nunbers of sanples is so few. But | think that
inawy it points out perhaps if you track the difference
between large and small which is really the break of 500
enpl oyees. Qurs is five hundred and one. Snmall is between
ten and five hundred. So the question then really is a
qguestion of what have we |earned fromthat experience and
how can that information be transferred to other operators.

In the very small though, it states that ground
beef, in that tine period, 10,460 collected. The very snal
plants, for those three years. So 10,460 was collected from
facilities in which there were ten or fewer enpl oyees.
Were are these? Are these grocery stores? That's a big
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nunber. It surprised ne.

MR. DERFLER. We woul dn't be taking sanples from

grocery stores for salnonella, unless we had some sort of a

MR, TOWPKIN.  But for -- '98 through 2000, is
10, 400 sanples for -- percent positives. That's the fourth
page of the Progress Report. We don't have to have an

answer to that now, but it's a question for you. That only
came out just a few weeks ago, and | was trying to figure
out, well, does this make sense? And then sonething didn't.

M5. OLIVER | think one thing nmay have been the
requi rement by the school |unch programthat suppliers have
a HACCP plan in place. So they cane in early and the school
| unch program suppliers are very small, small businesses.

So that could explain it. Skip?

MR. SEWARD: Skip Seward from McDonald's. Just a
couple of points | wanted to follow up on about the enphasis
on slaughter plants as conpared to ground beef facilities
just fromthe standpoint that it's been the experience |
t hi nk through our business that the people who grind the
beef really are dealing with what cones in the back door and
don't add significant contam nation if any, to the ground
product. Therefore, the nore enphasis that could be placed
on the upstream | think would benefit the overall program
trenmendously. And | think that that's a good nove to
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decrease the risk

| know that in the case where excellent plants
have cone up agai nst a possible problemw th perfornmance
standards they usually at that point adjust their -- go out
and | ook at their raw material sources and do sort of a pick
and choose based on the history of the raw materials sources
to make sure that then they limt their opportunity for any
sort of failure.

So again, | think it enphasizes the inportance of
the raw material control in neeting the performance
standards in a large grinding operations and, if you will,
|"mnot sure that's a -- of the systembut | think it speaks
to the inportance of the raw material supply in choosing a
st andar d.

Most suppliers, nost buyers do have E. coli target
guidelines for generic E. coli and in general the |arge
grinders for sure in many cases have a very difficult time
ever finding E. coli contamnation in the ground neat
products or the levels are just so | ow nowadays, you'll get
spi kes sporadically, but very low So it's a relatively, |
t hi nk, good indicator of high quality beef and raw materials
that are used to produce, at |east, ground beef.

Then the last comment | have is just I'd like to
ask whether or not there's been sone consideration to
enunerating sone of the positive sanples with the enphasis
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today on quantitative risk assessnments in trying to

establish potential risk fromthis organismand others. It
seens prudent to take this opportunity to begin to -- | know
it's a huge effort both nonetarily and staff-w se, and so
forth, to do that. But it seens like it would be prudent to
do sone enuneration of these sanples so they would begin to
better understand the |level of contamnation that is show ng
up in sonme of these products. And if that information is
avai l abl e on sone level, | think the nore you can get that
out to people, that that will add a | ot of value to what

you' re acconplishing here. Thank you.

M5. WACHSMUTH:  Bob?

MR. BUCHANAN: Bob Buchanan.

MR. DERFLER | don't know the answer to that
question. | nean if you |look at, with respect to ground
beef subsequent --

M5. WACHSMUTH: maybe you can --

(Laughter.)

MR. DERFLER |'mnot sure -- the question. |'m
going to take Bob's -- questions and answer yes to all of
t hem

(Laughter.)

M5. WACHSMUTH: That's a good strategy. And so
we' ve requested that material. 1'Il conme over and try and
get it. There are also sone other docunents that were used
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in sone statistical docunments in the devel opnment of the

regul ation that we are going to get copies of for people
before the subconmmttee neeting but we'll get the copies to
all of the nenbers of the commttee who then will have that
bef orehand. Okay. Any other questions? Oh, Swam ?

MR. SWAM NATHAN: Swam nat han, CDC. Are these
isolates fromthese studies -- or is any serotyping done
with these?

MR. DERFLER: | think the answer is no until --

M5. WACHSMUTH. We do serotype. W send all of
the isolates -- at first we nmade decisions at 10 percent
j ust because of the nunbers, but | think we've done much
better than that. | think they send nost -- |I'll get a
nunber for serotyping because -- well, we have an
arrangenment for the serotyping but then those isolates can
al so be -- and screened for resistance. W try to do it as
soon as possible. So does anyone have any ot her
i nformation?

M5. WACHSMUTH: (k.

MR. KAMANZI : Jean Kamanzi. Canadi an Food
| nspection Agency. M question pertains to the nethodol ogy,
t he net hod used when you do your FSIS set of testing for
sal nonel | a performance. There are many |abs that do
testing. Do these | abs use the sane nethod? The second
question is this nethod the sane as it was when you were
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wor ki ng on the baseline survey two years ago?

MR. DERFLER  There's three labs that are simlar.
The answer to both questions is yes.

MR. KAMANZI: Ckay. This is an interesting issue
because when the FSI S baseline survey was published --
bal ance of sal nonella, for exanple poultry -- 20 percent.
So in Canada when we | ooked at the survey which was done in
1994 and the balance at that tine was 60 percent. So when
we | ooked at that baseline -- . So what we did was devel op

a new baseline survey in 1998 for the poultry industry.

We had to get permission fromthe -- . W used
that different nethod -- and we did a survey. So using that
met hod we canme up with 20 percent in Canada. |In using the

Canadi an net hod we conme up with 40 percent. So you need to
use the sanme nmethod if you do perfornmance standards?

O herwi se, you may get differences in the results. Thank
you.

M5. WACHSMUTH:  Thank you. One reason that |
mentioned to Katie that we don't | ook at the data that we
don't generate is because there can be such differences even
when the sane nethods are applied in different |aboratories.
But the data for the baselines and the data for the testing
is as controlled as possible.

Hopefully, by the end of this year all of FSIS
labs will be iso-certified which is not necessarily that the
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quality will change, but the docunentation and the

har noni zati on of data between | abs should be as identical as
t hey can be.

Okay. | think since we're getting close to |unch
t he best strategy would be to ask Dr. Engeljohn to read the
charge to the conmttee and that will give you lunch tinme to
think about it alittle bit and then nmaybe he'll read it for
us again and we'll start discussions follow ng lunch. Dan?

MR. ENGELJOHN: Thank you. This is Dan Engeljohn.

|"d like to read fromthe materials that you should have in

the green tab in your folders which identify the FSIS
guestions to this commttee regardi ng performance standards.

FSI'S desi gned the sal nonel |l a perfornmance standards
to neasure preval ence. FSIS uses data collected through
testing that nmeasures conpliance with the standard to verify
t he adequacy of HACCP systens. FSIS proposes that advising
t he sal nonel |l a performance standards to nmake them nore
reflective of current sal nonella preval ence in the various
raw ground product classes nmay be appropriate.

FSI'S seeks fromthis commttee gui dance on what
m ght neet the scientific decision points for such revisions
of the existing standards. FSIS also seeks information on
alternate nethods to nake inprovenents to the current
system To address these questions FSIS requests this
conmttee to consider the foll ow ng:
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1. Wiat constitutes scientific sufficiency to

support use of an indicator organismin lieu of a specific
pat hogen for measurenent agai nst a perfornmance standard?

2. \What constitutes scientifically appropriate
met hods for incorporating regional variations when
devel opi ng performance standards? Seasonal variations?

3. Qualitative standards appear to have nore
techni cal chall enges associated with themthan do
guantitative standards. Wat special considerations need to
be attended to in the devel opnent of quantitative baseline
data? Wat special considerations need to be attended to in
usi ng quantitative baseline data for the devel opnent of
guantitative performnce standards?

4. \What are key scientific considerations that
need to be attended to when devel oping risk assessnents for
application to devel opnment of performance standards? What
are key scientific considerations that need to be attended
to when using risk assessnments in the devel opnent of
performance standards?

Wthin that package you have a nunber of
background materials which we felt would be hel pful to you
as you would identify -- together. But you have --
eval uation of the current role and criteria to ensure the
safety of neat and poultry products. This is the charge
that FSIS is giving to the National Acadeny of Sciences to
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examne the role of criteria in the current HACCP rules in

ensuring the safety of neat and poul try products.

This is nore specific in the charge that this
commttee has. Wen you have an opportunity to read through
t hat docunment | would ask you to go to page four. W're
aski ng specific questions of the commttee and they relate
to performance standards in general as to the specific raw
sal nonel | a performance standards that you wll be asked for.

Nunber B is the progress report on the sal nonella
testing of raw neat and poultry products -- the year 2000.
This is an FSIS report that we had sone di scussion on this
nor ni ng.

Item nunber Cis the Mbility (phonetic) and
Mortality Report fromCDC. Item nunber four is the Mead
study on food-related illness and death in the United
States. Itemnunber E is just specifically that which was
contained in the Congressional |anguage that gave us the
speci fic charge that we have today.

Then ItemNo. F is a section of the Preanble to
the final rule for the HACCP pat hogen reduction -- which
deals with mcrobial performance standards. So we pulled
that section out and gave that to you. |f soneone needs the
full HACCP regul ati on, please |let us know and we'll make
sure that you have access to that information

Then this norning you were given a copy of the
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actual regulations, it should be a copy that has an

introduction with black around the edges. That deals with
specifically the sal nonella performance standards for neat
and on the second page you have the sal nonel |l a performance
standards for poultry.

MR. TOWKIN:  Several of us did not receive
t hem - -

MR, ENGELJOHN. COkay. We'll make sure it's
avail able out front. This is what it |ooks |iKke.

(Pause.)

M5. WACHSMUTH:  We' || make sure there's sone out
front, but in the meanwhile you can borrow this one.

MR. ENGELJOHN: It should have been sitting on the
table in front of you when you wal ked in this norning.

M5. WACHSMUTH. We have a coupl e com ng around.
So think about this over lunch. W' Il review the questions
again right after lunch and then di scuss them know ng that
we' || take these into consideration and that's in a
subcomm ttee which woul d prepare a strawran report that
conmes back to this commttee hopefully in advance of the
next meeting of this conmttee so that the commttee can
then finalize that report in August. That's the hope.
That's the plan. Oay. Now Brenda has a few words before
[ unch.

M5. HALBROOK: For those of you who are new to
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t hi s nei ghborhood, | just wanted to give you sone ideas as
to where you can get sone lunch. There is a restaurant in
this hotel. Also, there are a nunber of eateries in this
nei ghbor hood. As you go out of these glass doors here and
take a left, you'll find quite a selection down either on
Ver nont Avenue or 14th Street. If you continue on down a
coupl e of blocks to K Street you can go up one bl ock or so
on either side of the intersection and find things to eat.
So we'll convene here in an hour.

M5. WACHSMUTH: Ckay. See you then.

(Lunch break at 12:05 p.m)

(Hearing resumed at 1:15 p.m)

M5. WACHSMUTH:  Looks |i ke al nost everybody's

back.

(Pause.)

Okay. We'll get Dan to |lead us through the
guestions again. | guess you can tell fromthe questions

definitely want to anal yze where we are in terns of our
performance standards but we're also, nore inportantly,
wanting to |l ook forward to if what we've done is not the
best way to do it, then what is the best way to do it? So
that's, hopefully, going to be part of the focus.

Do you want to run through the questions one nor
time, Dan, and then we'll open it up for general discussio
Onh, David. Sorry.
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MR. THENG David Theno with Jack in the Box.

Just listening to the discussion this norning this is a
guestion to the Agency. Could we not take a | ook at the
data that we've gotten and a ton of data collected, both
fromthe FSIS side in ternms of the, if you will, refereed
sanpl e or whatever we call them the official sanples?

We could run the statistics on the official
sanpl es, which | think you may have al ready done, and al so
run the statistics on the plant sanples acknow edgi ng t hat
we have, you know, sone variability and stuff. But | think
you probably going to get a pretty good | ook at what goes on
because you've got a ton of sanples out there to review.

MR, ENGELJOHN: Just for clarification -- this is
Dan Engel john. When you say -- or do you nean the --

MR. THENO Actually both is what | was thinking.

| mean you've got all of this base data. |If you could take

a look at the statistics behind themto see where all this
sorts out. If you've got a -- and | don't know how your
data tables are set up, you mght even be able to | ook at
some of the geographic questions and seasonality issues.

M5. WACHSMUTH:  Well, | think you may be a little
step ahead of us, because | think that's exactly the kind of
advice that we like. But let's go backwards for a mnute

and start wth the questions again. That's precisely |
t hi nk, what we're going to cone out of this with, advice for
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t he Agency and the best way to do this. W do nore and nore

under HACCP, reviews of data and the plants should have at
| east --

MR. ENGELJOHN: |I'mgoing to start with the
guestions. Question nunber one, what constitutes scientific
sufficiency to support use of an indicator organismin |ieu
of a specific pathogen for neasurenent against a performance
st andar d?

Question nunber two, what constitutes
scientifically appropriate methods for incorporating
regi onal variations when devel opi ng perfornmance standards?
Seasonal variations?

Question nunber three, take a | ook at what you
have. W switched some words around. It should say
"Quantitative standards appear to have nore technical
chal | enges associated with themthan do qualitative
standards.” It's witten in the opposite way.

Nunber three should say "Quantitative standards
appear to have nore technical chall enges associated with
them than do qualitative standards."” \What speci al
consi derations need to be attended to in the devel opnent of
guantitative baseline data? Wat special considerations
need to be attended to in using quantitative baseline data
for the devel opnent of quantitative performance standards?
Just so you renmenber, we have qualitative standards --
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Question nunber four, what are key scientific

consi derations that need to be attended to when devel opi ng
ri sk assessnments for application to devel opnent of
performance standards? Wat are the key scientific

consi derations that need to be attended to when using risk
assessnments in the devel opnment of performance standards?

(Pause.)

M5. WACHSMUTH. Kati e?

M5. SWANSON: Katie Swanson, Pillsbury. Just a
point of clarification. Are we supposed to be directing our
di scussions specifically at performance standards for raw
product or for raw ground product?

M5. WACHSMUTH:.  This, as Phil nmentioned in the
begi nning of his talk, we will eventually look at all of the
performance standards, a mcro-criteria that FSIS is using.

But the focus right nowis on the salnonella testing and
t he HACCP which is only for raw product.

MR. ENGELJOHN: But in the opening paragraph where
it describes the background which specifically says, "Raw,
ground product classes.” | think the Agency's goal was to
first ook at that because we believe that there is a
concern primarily with the raw ground sal nonel | a performance
st andar ds.

Utimately we will work towards addressing all of
t he performance standards for raw product, but | think
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initially, the enphasis needs to be on raw ground.

M5. SWANSON: Thank's Dan. | appreciated that,
but there is nore criticismalso about performance standards
for ground neat.

M5. WACHSMUTH:  Dane?

MR. BERNARD: Thank you. Dane Bernard. The first
guestion, | find a little confusing because | ooking at
supporting "use of an indicator organismin lieu of a
speci fic pathogen for nmeasurenent against a perfornmance
standard.” 1'mnot sure exactly what neasurenment against a
performance standard has to do with the objective we're
striving for because the performance standard itself, as it
says in the second line of the introduction is to verify the
adequacy of HACCP systens. So shouldn't question one refer
to "support use of an indicator organismin lieu of a
speci fic pathogen” for verifying the accuracy of HACCP
systens?

It seens to me that to -- if you don't change
that -- . Okay. So you will be using an indicator
organi sm agai nst a performance standard which | assunme woul d
still be salnonella. That doesn't nmake any sense.

M5. WACHSMUTH:  Dan?

MR. ENGELJOHN: This is Engeljohn fromFSIS. |
woul d say that we as an Agency are |ooking at all issues
related to the performance standards. W know that we have
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interest by the industry in using indicator organi sns where

possible, if a pathogen is there at | ow nunbers and, the
utility of using a pathogen nmay not al ways be what is
necessary.

| think that we are open to the issue of is there
anot her way of dealing with reduction in foodborne illness
related to nmeat products by |ooking at sonething other than
just a pathogen? |Is there a way to have an indicator
organismto do that? That could in fact be the case. W're
not saying the issue is squarely on does there have to be a
pat hogenic -- . W' re opening that up to conment.

MR. BERNARD: So we're recognizing that it's open
for discussion. [I'mstill confused about whether the
guestion really is having -- into the Agency's desires --

M5. WACHSMUTH: Ckay. The author of the question?

Wul d you like to clarify that.

M5. HULEBAK: This is Karen Hul ebak from FSI S.
What | m ght suggest, Dane, is that the Comrittee, to the
extent that anyone el se shares your confusion, and you m ght
undertake to do it yourself, would be to conme up with sone
alternative constructions. |In the course of that
di scussion, you mght flesh out other issues that the
Conmittee thinks needs to be addressed.

But | think it's kind of an evasive answer to your
guestion. But | think maybe you put your finger on sone
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ot her concerns, sonme other issues, that m ght need to be

addressed here. | think Dan's answer was a fair answer
and --
M5. WACHSMUTH: | think the concern is about
sal monel | a performance standards and the eval uation of that.
If we were to use anot her perfornmance standard or indicator
| would think we woul d want to address how that perforns, if
you will, against the standard that we were discussing.

MR. BERNARD: Dane Bernard again. | was confused

M5. WACHSMUTH:  John Kvenber g?

MR. KVENBERG  Thank you, Madane Chairman. | have
a Center Director who says if you're not confused you sinply
don't understand the problem --

However, | was taking notes at Phil Derfler's
presentation, it was an excellent presentation. M notes
say that the performance standards -- not specific --
determ nation. So maybe for clarification purposes -- close
to what | assume you're really asking here; the performance
standard wi || be neasured agai nst performance over tinme and
not specific lot information that's helpful. To ne that
woul d nean HACCP systens were a subset of the SSOP s.

That's initially what | thought | heard expressed. Thank
you.

M5. WACHSMUTH: Ckay. -- was introducing
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sal nonel | a performance standards. Al ot of discussion around

guestion one. | think at this point, Karen had a good i dea.
We'l| take any other constructs that anyone wants to
suggest and consi der those back at the Agency before we get
to the subcomm ttee |evel ? David?

MR, ACHESON. | think -- this is Dave Acheson. |

t hi nk Dane's consternations rubbed off slightly in ny

direction.

(Laughter.)

M5. WACHSMUTH: We have enough of them

MR. ACHESON:. | do feel negative vibes fromny
area.

(Laughter.)

My understanding is in what the Agency is | ooking
for is to address the question of whether the indicator
organismacts as a surrogate in salmonella. But if it does
it needs to at | east neet the performance standards, the
standards currently contai ned by salnmonella. [Is that
correct?

M5. WACHSMUTH: That's also nmy interpretation
yes. Back to a little bit of procedure, | have a note that
maybe not everyone on the Advisory Commttee realizes that
we're talking today to set the ground work for what happened
in the subcommittee. We're here to specifically answer the
qguestions that you have and state other -- anything el se
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that they think is appropriate that will cone back to this

full commttee.

So right now we're just setting the ground work
for what is to cone. |It's hopefully sonething black and
white that you can react to and react nore specifically for
t he next neeting. Swam ?

MR. SWAM NATHAN: Yes. M question is does USDA
have the generic E. coli data -- single sanples that have
shown in --

M5. WACHSMUTH:  No. The conpani es coll ect generic
E,coli data as a surrogate for fecal contam nation during
processi ng and sl aughter only. So conpani es have sl aughter
generic E. coli data.

We do have generic E.coli data generated in the
basel i ne studies that was one of the mcrocriteria that we
nmeasured in those baselines.

MR. SWAM NATHAN: Sal nonella -- sanples on the
basel i ne studi es?

M5. WACHSMUTH. Quite. Those were the sanples
that we used to establish the -- , the conmttees that Phi
menti oned. The slaughter -- we're tal king about the
grinding. The slaughter baselines were a full year. The
grindi ng baselines were set at different intervals, nonths.

MR. SWAM NATHAN: Could the commttee have access
to those data?
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MB. WACHSMUTH: Each of the baselines -- in fact,

we can supply the comrittee with that, we should. W have a
summary for each baseline.

MR. SWAM NATHAN:  Anot her point of confusion is --
the | ast speaker's presentation, he nmentioned about using
salmonella itself as an indicator organism So we've got
two | evels of indicator organisns.

M5. WACHSMUTH:  You are absolutely right. | think
it was stated in a way that control neasures that would
address or control salnonella would be expected to control
ot her indicator organisns. So that's an accurate
i nplication. Bob?

MR. BUCHANAN: Bob Buchanan, FDA. One question
have is, is FSI'S considering nodifying the perfornmance
standards with regard to raw ground products, in
particularly. Does that nean that we should focus our
efforts into -- . Are we to -- products -- the use of the
sal nonel | a performance standards for all products? Wth
ground products, there were some assunptions that we should
be | ooking at -- operations?

M5, WACHSMUTH:  Dan?

MR. ENGELJOHN: This is Dan Engeljohn with FSIS,
| would say the Agency's initial interest is, in fact,
| ooki ng at the ground product performance standards first
before we start |ooking at nodifying the slaughter
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performance standards.

But there may be situations where in order to, as
you say, there are so many assunptions nade, we should be
| ooking it. Because, as an exanple, the Agency does not
test the slaughter operations which also -- . So that there
is one assunption that may need clarification.

Qur initial focus in terns of how we want to nove
forward would be to start on the ground products -- to
start.

M5. WACHSMUTH:  You know t here's anot her point of
clarification for those who are not famliar wth the
regul ati on. \When an establishnment both slaughters and then
grinds, they have ground product and not carcasses. Bob?

MR. BUCHANAN: It would be very helpful if you
could review the regul ations as far as ground product versus
sl aught er operati ons.

M5. WACHSMUTH: We provided the Preanble and the
di scussion was on the performance standards. | think we
could certainly provide information on E. coli testing but
that's a different issue altogether, and it's not sonething
that FSIS is doing. Since there is an interest we could
supply that though so that you'll have sonething that
addresses that.

MR. BUCHANAN: | think it would be very hel pful,
at least for nme, to get sonething for conparison of
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sl aught er operations versus grinding. It doesn't have to be

extensive, just identifying both of those areas.

MR, ENGELJOHN: | would -- this is Dan Engel j ohn
again -- | would point out that the reg doesn't have many
differences in terns of the criteria that but there are sone
policy decisions as to when you need to sanple and when you
don't. And if those are the questions you're asking about,
" msure we can cone up --

M5. WACHSMUTH. Ckay. Swam ?

MR. SWAM NATHAN: Bal a Swam nat han from CDC. |
don't want to say that I'mal so confused because that's not
really it. Wat | understood this norning was salnonella is
an indicator organismas well as the criteria was that
sal monel |l a was the indicator of sanitation problens and
food-safety conditions in general. Therefore, the focus was
salnonella -- well on salnonella so close to the other
possible --?

M5. WACHSMUTH:. Salnmonella is, as Phil Derfler
described, is the performance standard under HACCP for an
i ndi cation that pathogens are being controlled in the --

MR. SWAM NATHAN: Ri ght.

M5. WACHSMUTH:  Pat hogen reduction, correct.

MR, SWAM NATHAN:  Yes.

M5. WACHSMUTH: That's the organism | think Phi
outlined the reasons that we sel ected sal nonella, the
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net hodol ogy, the fact that it was at that tine thought and

close linked to be the nunber one cause of foodborne illness
and it's on all the species, as well. So that is the
particul ar performance standard that we are going to start
with in the analysis by this advisory commttee.

MR. SWAM NATHAN: -- we started to nake an
assunption, now we will further refine the fact that if
maybe not sal nonella, we may have another indicator. For
exanpl e, a known pat hogen, because salnonella is not causing
the problem So it mght be better.

M5. WACHSMUTH: | think you understand perfectly

because that in ny estimation is what the first sentence is

about .

MR. SWAM NATHAN: Now just for clarification, the
first sentence of -- it ends with "Standards to neasure
preval ence.” Wat preval ence? Agents or sone preval ence

for salnmonella? 1In that first sentence, may have preval ence
of what ?
MR. DERFLER: Preval ence of salnonella in the
species that we're --
MR. SWAM NATHAN: So it refers to reducing
sal monel | a' s preval ence but not --
M5. WACHSMUTH:  In the first sentence on the page?
MR. SWAM NATHAN: Yes. "FSIS has designed the
sal nonel | a performance standard to neasure preval ence.”
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M5. WACHSMUTH:.  Currently it's a plus/mnus test.

It's a qualitative test.

MR. SWAM NATHAN: It's own preval ence. Sal nonella
preval ence?

M5. WACHSMUTH: Correct. Correct.

MR. SWAM NATHAN: To nme sufficiency is a | oaded
word. It's a very inmportant word. \Wen you' re dealing with
causality from sal nonella, especially if you' re saying
sonet hing i s causing sonet hi ng el se.

It seenms to ne that we've got to clearly
under stand exactly what the sufficiency of what the criteria
woul d be to accept sufficiency in lieu of salnonella. W
have to include that criteria. So we've got to clear this
up if sufficiency is going to be acceptable.

M5. WACHSMUTH: | think this August, Bonnie
(phonetic) wll -- what is the scientific sufficiency for
this decision. Swam ?

MR. SWAM NATHAN: Just for clarification
pur poses and just to clear up things in ny mind | would |ike
to go back to the definition of indicator organisnms to make
sure that all of us are speaking the same | anguage.

In my mnd an indicator organismis nornmally used

as an indicator of fecal -- and indicator organisns were
never nmeant to, and can never -- it doesn't sound specific
enough to be included in salnonella. Does that -- ?
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M5. WACHSMUTH: | think that may be why we have a

sal nonel | a performance standard. Bob?

MR. BUCHANAN: Swami, you are correct. There are
two -- classes and -- indicator organisns. An indicator
organismis an organismthat will predict the presence of
another. The indicator organismis the nmechani smthat
serves to predict the condition or state that would be
associated wth the pathogen. For exanple, the indicator
organi smcould either predict the presence of tenperature
--, or fecal contami nation. There are a nunber of different
things it could, but it is there to really state the --
process, in this case, not -- the presence or actions of
speci fic organi sns.

M5. WACHSMUTH:  Ali son?

M5. OBRIEN. So further clarification of question
one. So | understand we're being asked if we could
substitute, for exanple E. coli for salnonella as part of
our performance standard. Inherent in that, | assume, is
guestion three, we mght have to neet a qualitative
standard. | don't even know why we're considering doing
this. Wat isn't working with the sal nonell a performance
standards that's causing you to ask these questions? 1Is it
gualitative? Wat is the reason for asking these questions?

Wiy go to indirect instead of direct?
M5. WACHSMUTH:  |'d |ike sonmeone fromthe
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Committee to address that. Dave?

MR. ACHESON: To ne the reason to do that would be
to determne if an indicator organismw || give you gui dance
on nore than one pathogen. Indicator organism X could tel
what 0157, Canpyl obacter, and sal nonella are all doing.

That woul d be a bi g advant age.

M5. WACHSMUTH:  Bill?

MR. SPERBER: | think in this case, an indicator
organi smcoul d be used in the opposite node -- . In the
good ol d days when we wanted to indicate fecal
contam nation, we used to indicate organisns to indicate the
presence of contam nation.

-- reduce that by two | ogs, day in and day out, we
coul d already conclude that we coul d reduce -- pathogens by
two | ogs, plus or mnus another -- factor because not al
our organisns are equally sensitive to all treatnents.

But | think in that broad sense, an indicator
organi sm woul d show conpliance wth SSOP and it woul d show
conpliance with HACCP and it will in a sense predict the

absence of contam nation of pathogens. At least it would

indicate a reduced |l evel of pathogens. It wouldn't be a
great nmeasure. It wouldn't say, you' ve got two percent
sal monel | a i nstead of seven percent. It would say we were

| ooking at a controlled scientific nmeasure to try to reduce

the I evel of all the pathogens.
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M5. WACHSMUTH: Kati e.

M5. SWANSON: I n addition to that, it can provide
adequate information for a processor to use if you have a
guantitative indicator and you' re hovering around a 10 or 20
program maybe an E. coli would show up to that |evel of
magni t ude every now and then. But if all of a sudden it was
at 100 per gramor 1,000 per gramthen you would really have
a light go on saying sonething is drastically different here
t oday, and you need to do sonething to correct it.

Conpare that to just a sinple presence/ absence
test that doesn't happen very often. But you sit there
wondering do you really have processing controls in place or
not? You never really know until you get the plus or the
m nus and then you don't know the magnitude of
the --

M5. WACHSMUTH:.  Ckay.

A PARTI CI PANT: | cone back to Alison's question.

How far do you want to chase this concept. Wy are we
| ooking for a different indicator because as you just said,
Katie, we can tal k presence/ absence, and we can tal k about
| evel s, and we can al so address at sonme point, if it goes
t hat way, types (phonetic). -- is it nore or |ess capable
of finding a host.

So | guess I'd throw it back to the commttee as
to what information they're trying to address here? If it
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i s pat hogens, which pathogens, and by what criteria and

t hen, of course, this is the question, the sensitivity and
specificity of nethods.

So we've had a lot of what | think is excellent
di scussion, tautologically speaking, but what is our charge
froma -- standpoint? Wat are we trying to acconplish
before we can di scuss the approach we're going to take to
get there? | guess I'd like some clarification on that.

M5. WACHSMUTH:  Jani ce, do you want to answer?

M5. CLIVER | just want to point out that nost
peopl e's response to ny question have actually said why --
E. coli or whatever, would be appropriate. They all talk
about the quantitation. So there are two things. It is
assuned if we substitute -- and one if we substitute
i ndi cator sonething. Second, -- quantitative aspects.
want to point out that that's how everybody answered.

M5. WACHSMUTH. Ckay. Everyone on ny list has
spoken already so I'Il take it in order of -- Bob?

MR. BUCHANAN: -- two things of clarification.
One is I'mnot sure what you're asking for when you say the
systemdidn't work. What do you nean by that? In terns of
when you're asking -- FSIS -- published -- would be hard to
detect the change of salnonella -- . This is just a
statistical sampling --

M5. WACHSMUTH: Again for people like TomBilly
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and Phil | think the -- is the sane. W believe that the

sal nonel | a performance standard is definitely working better
-- with the conpliance of the plants at this point. The
vast majority have nmet the standard and are neeting it, and
seemto be controlling and reduci ng pat hogens.

W're also optimstic that we're seeing nore
i nprovenent data as well. But we signaled in the regulation
that we would revisit, perhaps on the basis of data
coll ected on the conpliance for salnonella; we could set
| oner sal nonella nunbers at this point since the industry's
nati onal average is now possibly lower. W are revisiting
the issue. And we also have nmade the prom se that when we
do revisit any Mcro issue, that we bring it to this
commttee and that our M crobiol ogy Advisory Conmittee
provi de advice and report to the Agency. That's sort of to
recap and provi de perspective on what you're hearing this
norni ng. Okay. John Kvenberg?

MR. KVENBERG  Thank you, Madane Chair.

-- statenent that HACCP -- it appears to be working for sone
-- procedure and discussion here -- result is that just --

i ndustry for maybe determ nations -- system At this point
intime -- so | don't understand what that evaluation --

presence or absence of sal nonell a.
MR, ENGELJOHN: John, | guess |I'd like to nention
just so that we are clear; in terns of how the USDA
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operates, and slaughter establishnments thensel ves, have

generic E. coli criteria that they thensel ves neasure, and
it really is an indicator of fecal contam nation.
So they collect evidence thenselves. They

mai ntain their own dat a. FSI'S does not collect E. col

information from sl aughter establishnments. It is not a
reci procal type of requirenment to find nunbers. -- E. col
criteria.

M5. WACHSMUTH:  Dane?

MR. BERNARD: Thank you. Dane Bernard. Were we
started this afternoon's discussions, purposely with
guestion one and the discussion has evolved -- . The answer
was -- test for sal nonell a.

The other part of the question was is it as the
rule states that salnonella is -- process control -- . So
that's ny interpretation of -- and |I'm asking for
clarification on that question --

When, in fact, -- the questions involving -- but
once again we're turning to nore purposes in standardizing
-- as a tool and that is to judge whether the processes of
control discussions of whether they nerit the application of
sonmething like --

M5. WACHSMUTH. Ckay. Cathy?

M5. DONNELLY: Cathy Donnelly with the University
of Vernont. | think the discussion has been hel pful in
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terns of clarifying where we're trying to go with this.

Kaye, | think your comrents were particularly helpful in
terms of the Agency is pleased with the salnonella
per f or mance st andard.

But what | haven't heard, and generally when
think in terms of indicator organisns, I'mthinking in terns
of providing a margin of safety that takes care of the
target pathogen but takes care of other things as well. |
haven't heard the margin of safety issue being addressed.
Is that part of our consideration.

M5. WACHSMUTH: | think that's the question that
the Agency is asking you, the experts. So |I believe that

the margin of safety is certainly sonmething that you should

di scuss. Roberta?

M5. MORALES: The last two coments go to the sane
poi nt as ny question. The question | have is because there
is ultimtely a public health risk from foodborne pat hogens
as an outcone of this, do we also then | ook at how an
i ndi cator organi sm m ght really change that pathogen outcone
-- . Is it the only data that exists -- and is that part of
our charge?

M5. WACHSMUTH:.  Yes. That's part of your charge,
and, yes, our goal is to reduce foodborne illness. | was
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just looking at the Preanbl e | anguage and it should al so be

hel pful to all of you in understanding the Agency's
thinking. It is so nuch inline wth Phil's talk this
norni ng. David Theno?

MR. THENO David Theno with Jack in the Box. |
want to harken back to sonething that Dr. Buchanan said
earlier. He talked about the difference between -- and
i ndicator organisns. | think that's probably -- function
and comrercially, indicator organisns are used for |ots of
t hi ngs, just as Dr. Buchanan indi cat ed.

-- indicator is fecal contam nation and al so --
and to be quite honest commercially, nost people use several
indicators. E. coli, -- fornms; you may or may not use
sal monel |l a or some, you know, |isteria species or sone other
pat hogens as indicators. | guess the question | have is,
shoul d there be a better alternative -- . You know, should
ot her indicators be included for just what they are.
There's anot her question. Salnonella -- there's not an
indicator, at least in ny data set, for salnmonella with
salmonella. So if you want to do it with salnonella --

If you want to do this other stuff, use the right indicator
organi sms. W pretty much understand what those are. |
guess that's a statenment and not a questi on.

(Laughter.)

M5. WACHSMUTH:. Statenents are permtted. | was
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t hi nki ng about Roberta's comment about public health.

That's why we had the FoodNet talk as well this norning
because that is what the goal is. So that is where we want
the focus. That's why the question on risk assessnent is
there; so that you can keep that goal. Carol?

M5. MADDOX: My concern is just that the kind of
bal anci ng, when we're | ooking at sal nonella being a
pat hogen. If you use it an indicator organismyou're
constantly battling -- what particularly cones to mnd with
the case of ground beef nobst of which comes fromcold
counts; where you m ght have a high preval ence of sal nonella
because of a particular unhealthy aninmal that nmade it into
the batch and is reflecting your raw material, not the
pr ocessi ng.

So you're kind of, you're always bal anci ng that
versus it just being an indicator of fecal contam nation
whi ch, you know, sonething like E. coli or botulinon wll be
in relatively constant nunbers throughout a sanpling and
represent contamnation regardless of aninmal health
st andar ds.

M5. WACHSMUTH:  You're correct. That's why
the generic E. coli is the indicator for feca
contam nation, and sal nonella as the performance standard is
inrelation to pathogens -- to salnonella as the pathogen.

| think the way that our |awer put it in terns of
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policy is that the control nethods that we use for

sal nmonel | a woul d be expected to have an effect on other --
pat hogens, as well. It's just not quite the sane as the
i ndi cator but that's the connection that's made in the

regul ation. GCkay. OCh, it's Bob? Bob?

MR. BUCHANAN: | just wanted to get -- Bob
Buchanan. | wanted to get sone clarification as to -- the
di scussion of safety neasures -- so that a discussion of --

safety margins and standards wi Il be possible.

M5. WACHSMUTH:  Speaki ng for the Agency which they
have allowed me to do it seens. | think that this group
shoul d consider anything related to these questions in a
scientific sense and ny connection to the safety margi ns was
in the context of the risk assessnent which mght be a part
of the consideration nunber four. Not that | necessarily
think risk assessors should nake comrents on safety margins,
but if this conmttee has sonething to say in that regard
scientifically, this is up to the conmttee. Bill?

MR. SPERBER  Thank you. Bill Sperber with
Cargill. Several of the recent commenters have presented
the coments in terns of making it sound |ike one of the
outconmes of this Comm ttee deliberation could be the
i npl ementati on of sone performance standards around
i ndi cator organisns in addition to the sal nonella
per f or mance st andard.
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| don't read question one that way. Question one

says, "The use of an indicator organismin lieu of a
speci fic pathogen.” So | would read the request of the
Comm ttee, based on question one anyway, that if the
conmm ttee decided that it would be better to have an
i ndi cator organismin sal nonella, than the sal nonella
performance standards would be elimnated. How does the
Chair read question one?

M5. WACHSMUTH: The Chair |ikes the idea of the
Comm ttee maki ng sone of these judgnments. | think one of
the Commttee' s suggestions that we have both the
sal nonel | a performance standard and possibly other indicator
organisnms is sonething that this Commttee should
deliberate. So that's really a dual question. | realize
that. Okay.

M5. WACHSMUTH:  Larry?

MR. BEUCHAT: Larry Beuchat, University of
Georgia. The discussion on the margin of safety insofar
that to also include and based on an agreenent of the
infected -- of salnonella in general or the nost --
sal nonel | a.

M5. WACHSMUTH:  Any ot her comments fromconmttee
menbers? Davi d?

MR. THENO David Theno with Jack in the Box.
Actually, what is -- about risk, is not so nuch that you
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have to worry about risk for exposures. In essence,

performance standards is a neasure of the process capability
or process performance --

Now the leap of faith is that sonmeone who does the
best job they can controlling the pathogen reduces risk
downstream But we who -- that risk, at least wthin the
context as |'ve ever used them have not considered dose
responses and, you know, effective doses and all that kind
of stuff. These are raw products.

Consequently, at least up until now, we haven't
had a | ot of great interventions that could -- process or
pat hogen elimnation, |like they do with cooking or any ot her
kind of treatment. So this is kind of, do the best you can
do, if you wll, you know, and push the process down. And
t hese types of processes are in control. | nean --

M5. WACHSMUTH.  Dr. Habt emari anf?

MR. HABTEMARI AM  Thank you, Madane Chair.

Term nology is very inportant. People go to war because of
term nology. And as |'ve listened, and realizing what Dr.
Buchanan said earlier, we have several different
difficulties. Just the word indicator, the way | see or
understand it, versus --

What | woul d suggest -- sufficiency. We need to
clearly define as we nove forward as to what we really nean
by indicator organisns so that we can all agree to read from
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the sane page. Just a suggestion | wanted to throw out.

The other part of it that seens very rel evant that
an indicator organism an indicator system neasures a
process, -- which is really very relevant. This norning M.
Derfler said that two very inportant systens in the process,
one was HACCP and performance standards, which are very
intertwned, tied together. That is a major single
devel opment of what FSIS has done through regulations to
addr ess foodborne di seases. And at sonme point we actually
see all four questions are interrelated because after the
initial risk assessnment you want to know what is the
endpoint? What really is the endpoint of this quantitative
analysis, -- it's not just |ooking at these organisns.

So there's sonme intertw ning of these systens. And
a very inportant fundanental thing is that, HACCP as a
system is really what we're looking at to see if it, in
fact, mtigates foodborne di seases --

M5. WACHSMUTH:  Very well said. Thank you.
Larry?

MR. BEUCHAT: Larry Beuchat, University of
CGeorgia. Just to follow up on an earlier comment. There
are 20, 25 different serotypes with salnonella. W see
maybe -- of them show ng up as causi ng foodborne infections.
Certainly others are capabl e and have the potential of
causing illness.
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But in our discussion of this entire process is

there any way to consider that sal nonella serotypes differ -
-- or do you just want to tal k about sal nonella --

M5. WACHSMUTH:  That's for this commttee to
determ ne. Swam ?

MR. SWAM NATHAN: M suggestion would be -- Bal a
Swam nat han from CDC. M suggestion would be for this
Conmittee to steer clear of the question that considering
i ndi vi dual sal nonella serotypes. As far as this conmttee
is concerned every single -- should be considered
pat hogenic. How frequently we see specific salnonella is a
totally different issue -- issue that we don't --

M5. WACHSMUTH. Ckay. Bruce?

MR. TOWKIN:  Bruce Tonmpkin from ConAgra. Just
two itenms. First, | amstill struggling with those nunbers
and in the case of ground beef because we're very
aggressi vel y addressi ng ground products. G ound beef is
very small. There's not a risk of -- until the year 2000.
Seventy-five data sets concluded in that tine period.

There are 53 sanples per data set and that cones
off to be alnobst 4,000 sanples and that it was reported | ast
year that 10,406. These data are very inportant in terns of
a two-phase status with regard to controlling listeria,
excuse me, sal nonel | a.

(Laughter.)
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M5. WACHSMUTH:. Bruce, you were gone too |ong.

MR. TOWKIN. One week is too nmuch of that.

(Laughter.)

But it's a very inportant neasure of our ability
to show progress in terns of neeting the regul atory
requi renments and how well we're doing in terns of continuous
process -- continuous inprovenent through process control.
So |l would like to make the request that the data be doubl e-
checked, though |I actually have confidence in those val ues.

The other thing is that the questions, four basic
questions, are finding thenselves in ternms of what should be
used as a neasuring stick or tool. | would suggest that it
woul d be very helpful in terms of reducing the problens of
salmonella and in terns of achieving the public health goal
and that's where the focus is in the criteria.

It would be interesting to know what shoul d be
done to increase conpliance to use the regulatory tools
necessary, -- or not but to achieve the public health goal,
it would be hel pful to know how can those who do not neet
the criteria, neet the criteria? Wat information is
m ssing and how could that information best be conmuni cated
to those who are in -- ? [It's that sinple.

M5. WACHSMUTH: | think that's a good point.
think we're trying to analyze this data in as many different
ways as the Agency can determne to do that. Fromthat
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anal ysis, hopefully identify things that -- exactly as

you' ve i ndi cat ed.

That is alittle beyond what we're asking of the
Conmittee, but if the Commttee has comments to that effect,
we can certainly note it. Bob Buchanan? |I'm sorry, Bruce?

MR. TOWPKIN. Excuse nme. Bruce Tonpkin. One
reason for making that suggestion is that | did not see that
in the National Acadeny of Sciences project. | don't recal
if they were going to test for those factors.

M5. WACHSMUTH. Ckay. Bob?

MR. BUCHANAN: Bob Buchanan, Food and Drug. To go
back to the questions again. |'ve been listening to the
di scussion and just for further clarification.

|"mstill unclear what the Agency is |ooking for
in question nunber four. |In questions one, two and three

we're dealing with technol ogically based performance

criteria. |s what you're asking in nunmber four, for us to
consi der what would be needed to -- develop a -- risk
assessnment based criteria? |If you can -- I'mtrying to

think, to get a better feel for what you' re asking for in
guestion nunber four.

M5. WACHSMUTH: The answer is yes. |f you
listened to Tomthis nmorning and Phil as well, since our
goal ultimately is to reduce and prevent foodborne ill ness,
we' re | ooking at how we would identify mtigations through a
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ri sk assessnent or identify appropriate food standards

t hrough ri sk assessnent, m ght be one way of making that
rel evant to public health outcone.

| don't think that either one suggested that we
were there, at this point, but I think it's going to be
interesting for this conmttee to comment on the |evel
that's possible, howit mght be done if it is possible.
Because ultimately the |l evel of protection internationally,
we address in terns of food safety objections.

Arguably, our sal nonella performance standard
coul d be considered as a food safety objective -- public
health outcome. So | think it's up to this commttee to
make those kinds of determ nations. Obviously, the Agency
is interested in thinking about it, or question nunber four
woul dn' t be here.

MR. BUCHANAN: Then the question then becones are
you | ooking for it in a generic fashion or are you
specifically | ooking for recormmendations for each -- in

terms of what woul d be needed to provide a performance risk

assessnent for each of those -- turkey and beef?

M5. WACHSMUTH: | think again that the commttee
is going to have to make that determination. |If it can be
made generically but not specifically -- technical --what

t hey can do.

The charge to the committee as it is in the first
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par agr aph does, as you said, enphasize the ground product.

So that is the product of nost interest, not excluding the
others. Bill?

MR. SPERBER  Thank you, Madame Chair. Bil
Sperber with Cargill. Phil Derfler, as | said in sonme of
t he di scussion we had this norning about the performance
standard, really had nothing to do with process control on a
ot by lot basis. Rather it was our nonitoring of the
overall conditions of this plant or sone sort of a 53 day
peri od, are things going well or not?

| think the way the performance standards have
been i npl emented, have set up a basic difficulty for those
of you who are in charge of enforcing the food safety and
t hose who are producing food. And that is the performance
standards spread over 53 days, one sanple a day, doesn't
gi ve the processor any way to control the process to neet
t he standard.

| think indicator organisns are attractive because
they are inmmediate, they're quantitative and they can be
used for process control. They fit perfectly into the HACCP
system of food safety. | would think all processors would
wel cone the performance standard based on an i ndi cator
organi sm over which they had sonme control versus the
pat hogen performance standards.

| like the idea of using a pathogen performance
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standard or some neasure that you could have as verification

of the food safety objective, as you just said Madam Chair
But | think it is wong to apply that verification of the
food safety objective at the individual processor's plant.
This is sonething that shoul d be done nationally on the food
system

As you're doing the risk, getting nore baseline
data for salnonella -- whether or not you collect sanples at
i ndi vidual plants the results of your analysis should not be
directed at any one plant. That is the results should be
used to guide further actions to reduce the pathogen |evels
to-- . But | think it's been a fundanental m stake in the
Pat hogen Reduction HACCP Act to apply these performance
standards at the individual processing plant.

M5. WACHSMUTH: Sounded a little like policy to
me. W'Il let you get away with it once .

(Laughter.)

MR. SPERBER  Yes. Maybe it's sonething that
needs to be considered by our Executive Conmttee.

M5. WACHSMUTH: Thank you. GCkay. |[If there are no
ot her questions | think we've set the ground work for what
the commttee is going to attenpt to do wth the performance
standards in this go around. W need to switch gears and
start thinking about Escherichia coli 0157: H7 and bl ade
tenderi zed products.
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Again, we're going to call on our Agency

representative fromthe Ofice of Policy to present the
guestions and to give us a little background information.

Dan Engel john has been working on these policies and this
pat hogen since the Agency began to do it in 1993 in terns of
standards. In a way | guess 0157:H7 may al so be consi dered
a performance standard. But we're not going to tal k about
that in that way today, so take that out of your mnds. [|'m

going to give it over to Dan now. Dan, you can take it from

her e.

MR. ENGELJOHN: |'mgoing to wal k you through
these slides. | have a few slides that | want to use to
gi ve you sone background and then I'I|l be happy to answer

any specific questions that you have.

For those of you not famliar with the regulatory
process | do think it's inportant to just reenphasize that
because this is a special neeting of the Advisory Commttee;
it is, in fact, a public neeting. Al of the transcripts
fromthis neeting as well as any materials that have been
made available wll be nade available to the public. The
public has an opportunity to access that information either
at the FSIS website or through nmy office since | handle the
docket --

So all of these materials wll be nade part of the
docket which is considered to be the announcenent in the
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Federal Register for this particular neeting of the Advisory

Commttee. So | would encourage you to | ook there if you
need additional information or want copi es of what was
presented here. W will be posting that information
hopefully within the next few days; everything that's
presented here today.

Wal ki ng you through then fromwhere we started
with E. coli 0157:H7. 1In 1994 FSIS declared E. coli 0157: H7
to be an adulterant in raw ground beef products. W nade
this determination within the Federal Meat Inspection Act
and determned that if raw ground beef product had E. col
0157:H7 init, it would be considered to be adulterated once
it was fully processed to destroy the pathogen.

The materials in the handout that you have
contai ned in the packet that's marked nunmber A actually
contains the information fromthe Federal Register docunent
that summarizes the comments that |' m maki ng about the
history of E. coli 0157: H7.

In 1997, a subcomm ttee of this whole commttee,
the Meat and Poul try Subcomm ttee, was asked to give a
recommendati on for cooking tenperatures for raw ground beef.

In part, this was because of the foodborne issues rel ated
to intact steaks. At that tine we had concerns about --
products and the FDA cane forward with a question to the
subcomm ttee. Specifically, they wanted recommendati ons as
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to the appropriate cooking tenperature for the steaks in

order to control vegetative enteric pathogens. At that tine
the definition for an intact beef steak was -- with
whol eness or had not been injected, nechanically tenderized
or reconstructed.

On the issue of non-intact steaks, the Meat and
Poultry Subconmittee at that tine said that there was a | ack
of scientific epidemologic data to identify any hazard
associated with these processes that may conprom se the
integrity of the surface of the neat, and, therefore, allow
penetration of pathogens into the material. So at that tine
the statenent that the Subconmmttee nmade -- to making
di stinctions about the appropriate cooking tenperatures for
non-i ntact steak products.

You al so have in your packet, Attachment Nunber C,
a copy of the deliberations of the Subcomm ttee and the
actual statenent that was adopted by the full Commttee.

In 1999 FSIS i ssued a policy on beef products that
i ncl uded non-intact beef steaks and roasts contamnated with
E. coli 0157:H7. This also is contained within your packet,
Attachment Number A. 1'Il just point out a few of the
definitions for those of you who are confused about our
di stinction between intact versus non-intact. W define
i ntact beef cuts as being cuts of nuscle which include
steaks, roasts and other intact cuts such as brisket, stew
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beef and beef cubes -- as well as thin sliced strips of beef

that are used for stir fry in which the neat interior
remai ns protected from pathogens mgrating fromthe exterior
surface.

So we defined by Federal Register notice, non-

i ntact neat which includes beef that has been injected with
solutions -- or tenderized by -- devices or reconstructed
into formed entrees. |In addition, non-intact beef included
t hose beef products in which the pathogens may be introduced
on the surface by a -- process such as chopping, crunbling,
fl aki ng or m ncing.

They went on to say that intact cuts of beef that
are to be fully processed into non-intact cuts of beef prior
to distribution for consunption, had to be treated in the
same manner as non-intact cuts of beef since pathogens may
be i ntroduced bel ow the surface of these products when being
fully processed into non-intact products. -- are an exanple
of this type of a product, of the intact product, that's
intended to be used as a non-intact product.

FSI'S believes that with the exception of intact
cut of muscles that are to be distributed that way, any
E. coli 0157:H7 contained in the beef product may not be
distributed until it is treated to destroy that pathogen.

O herwise, it will be considered adulterated.
As a consequence of our 1999 Federal Register
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notice that canme out in January, FSIS hosted a public

neeting later that year and received information from Kansas
State University. At that tine, it was prelimnary findings
froma dissertation that was being prepared.

In that dissertation, KSU researchers identified
that the bl ade tenderization process would, in fact,
transl ocate surface contam nation into the interior of --
cut of beef. Roughly, three or four percent of the surface
contam nation could be transferred into the interior.

The aut hors also found that bl ade tenderization
did not significantly affect the safety of the beef steaks
when cooked to an internal tenperature of 140 degrees
fahrenheit or 60 degrees celsius. They |ooked at a nunber
of different cooking nethodol ogi es such as boiling and
broiling.

We did receive a copy of that dissertation. Each
of you have one within the packet, along with a sumrmary
sheet that gives pertinent information about the significant
findings of that research.

In 2001, this year, FSIS issued a proposed rule on
ready-to-eat products which include intact and non-intact
beef steaks and roasts. So fromthe standpoint of FSIS we
have in place now a proposed regul ati on on ready-to-eat
products which could include bl ade tenderized products. It
has i ncluded roast beef products since we've had a
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regul ation for some tinme on that and then issued a final

regul ati on on performance standards in March of 1999.

Sonme of the considerations that FSI'S has had
t hough is how do we distinguish non-intact roast with regard
to the performance standards? The alternatives that the
industry -- want to achieve is a six and one-half |og
reduction for salnonella which is the target -- for ready-

t o- eat products.

I"d like to point also that FSI'S does not have
information on the cooking preferences by consuners with
regard to steaks and for roasts. W don't know how many of
them cook to an internal tenperature nor do we know what the
nunber of that internal tenperature is.

We do have information on the D-val ues for
E. coli 0157 in beef and in cured-neat products. The KSU
study that was presented identified new D-values for E. col
0157: H7 in steak products that have been bl ade tenderi zed.
That information appears to be considerably different than
what was known for ground products that have a higher fat
content.

It al so cane out that the National Cattleman's
Beef Association has and w | distribute packeted
information they nmake avail abl e about safe, proper cooking
practices for beef products. |In that information, very rare
is defined as 130 degrees fahrenheit. The information in
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the Kansas State study ranges from 120 degrees but the

information specifically related to the destruction of
E. coli 0157:H7 was specific for tenperatures at 140
degr ees.

So with this as background material as to how we
got to where we are today, FSIS is |ooking to nove forward
on this policy with regard to bl ade tenderized beef
products, steaks and roasts specifically. 1'Il be happy to
answer any questions that you have at this tine.

M5. WACHSMUTH:  Any questions on the background or
history of where we are with 0157. Dane?

MR. BERNARD: Thank you Kaye. -- public health
history of problens related to this issue. The information
that is in that packet relates epidem ol ogy associated with
bl ade tenderized beef steaks. Were are we --

M5. WACHSMUTH:  Jeff?

MR. FARRAR  Jeff Farrar. Just for clarification,
0157 is still not considered an adulterant, is that correct?

MR, ENGELJOHN: At this tinme E. coli 0157:H7 is
not considered an adulterant of beef products that are going
to be distributed or sold to the consunmer as a product. The
assunption by the agency there is that the consunmer properly
handl es that product and cooks it sufficiently to nmake it
saf e.

To followup on that, in a retail store that does
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their own grinding fromnuscle neat to ground beef, the

finding of an 0157 positive in that nuscle neat would be
considered an adulterant if the intention was to fully grind
it.

MR, ENGELJOHN: That would be a piece of
information that would be used for that determ nation
Presently the Agency views the best process that if, in
fact, that product was going to be -- or ground up, the
intention was that it wasn't going to be sold to stores. Qur
expectation woul d be that that product would be handl ed
differently by the establishment than the product that was
going to be sold to stores.

M5. WACHSMUTH.  John?

MR. LUCHANSKY: John Luchansky with ARS. Dan, |
didn't have tine to go through the whole thesis and so
forth, but I wonder if you could address the question as to
was this study replicated? Does this test a single strain
of 0157:H7 and how representative is this strain. Wat was
the sensitivity of the recovery nethod unl ess procedures
test -- . Do you have any information or clarification on
t hat ?

MR. ENGELJOHN: [I'msorry. | don't have that kind
of information. There is sonme information within the
di ssertation about the nethodol ogy used, but |I don't have
answers to those questions.
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MR, LUCHANSKY: You made the statenent that the

D-values were different conpared in comon with -- that has
to do with strain variation. So you don't know if there was
any attenpt to nove simlar strains that were in the
literature?

MR. ENGELJOHN: [I'msorry. W don't know the
answer to that.

M5. WACHSMUTH. Since this will go to a
subcomm ttee to evaluate the data in the study in nore
depth. Dan Engeljohn who is likely to be chair of that
subcomm ttee, which is probably obvious to all the nmenbers.

But it may be possible to have the authors of that
conm ttee, or sonmeone present with a research person to
interpret and provide information?

A PARTI CI PANT: -- take the data at face value --

M5. WACHSMUTH: We need to have a resource for you
to get details about the study.

MR. ENGELJOHN: |If any of you have specific
questions for which we can get answers or be sure that we
have the answers to those questions it would be appreciated
if you can have them ahead of tine.

| do know that the researchers from Kansas City
University as well as fromthe National Cattleman' s Beef
Associ ati on have conducted additional follow up studies and
have conpared this to sal nonella, not just
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E. coli 0157:H7. So they have additional information that

we have not yet been given so we're unable to give that to
you. The intention is that if it's available over the
course of the next few weeks to two nonths, that they wll
make that avail able for you and possi bly nmake that avail abl e
for subcommttee review. If | could have your questions
ahead of time, to be sure of getting answers to you, that
woul d be hel pful.

M5. WACHSMUTH: Ckay. John?

MR. LUCHANSKY: Thank you. This is a sinple one,
| think, but let ne ask it. Wuldn't the consuner retailer,
if tenderizing was conducted in another |ocation, have
difficulty in discerning if the neat was -- just by
examning it?

In other words, wouldn't it be difficult to handle
this stuff without identifying it. Wuldn't it be difficult
to identify the prime rib fromthe tenderized cut?

MR. ENGELJOHN: There is an expectation that it
woul d be difficult to distinguish the intact fromthe non-
intact without sonme appropriate neasures. One of the issues
contained in the food code and we do have sone information
in your packet that includes some of the food code
i nformation.

But we do distinguish cooking procedures
differently for those two products. One way that a
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restaurateur will know if they have an intact or non-intact

product will be by labels. FSIS does allow |Iabeling and

| abels to go on to products to identify it as either intact
beef products or as non-intact beef products. W think it's
appropriate for themto be | abel ed.

Now when you go into our consumer hotline, the
hotline nunber that we have avail able to consuners, that the
bl ade tenderized products continue to be marketed in the
supermarkets. W did receive nunerous calls from consuners
and their concerns were that they felt they did not -- steak
products -- there. So that was one of the first indications
that we have a distinction in the types of products
avai |l abl e.

The design is such that the steaks were bl ade
tenderized in a very specific way. The Agency doesn't have
any information as to whether or not that's how or which
products are commercial -- together. They, in fact, have
nore than one HACCP in fact, we have two ot her HACCF' s.

M5. WACHSMUTH:.  Marguerite?

M5. NEILL: Marguerite Neill. 1'd like to go back
to sonething that Jeff Farrar just asked and try to clarify
sonmet hing. Knowi ng that 0157's presence in ground beef is
consi dered an adulterant; are there procedures avail abl e by
whi ch suppliers would be expected to determine the ultimte
outcone of the intact beef product, specifically whether it
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was i ntended for --

MR, ENGELJOHN:. The response | would give to you
on that is in the Federally inspected facilities, a
conponent of the HACCP pl an devel oped is that the
establishments need to identify to the intended consuner
t he use of that product.

So within the Federal establishments, if they're
pur chasi ng product froma supplier, one way that they could
deal with that would be identifying within that nechani sm
what the product is intended for and m ght continue to be or
to be -- in that facility.

M5. NEILL: Do you Federal establishnment what do
you nean?

MR, ENGELJOHN: When | say Federally inspected
facility, I"'mreferring specifically to those establishnents
where these neat products are inspected by the
USDA/ FSIS. | would say that in the State inspected
facilities that neets the sane requirenents as the Federal
program That has to -- in ternms of -- HACCP pl an
devel opment .

But for retail operators, for the nost part
grocery stores with few exceptions, are not Federally
i nspected by FSIS. They would not have the sane kind of --
t he HACCP pl an --

So those establishnments that are inspected by FSIS
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woul d have that obligation. Those that are not inspected by

FSI'S and by the state would not have that requirenent.

M5. NEILL: Thank you.

M5. WACHSMUTH:  For those in the Conmttee who
don't have the background, Peggy was referring in part to an
out break that occurred in a restaurant chain where whol e
nmuscle neat that is normally to be cooked as a whol e nuscle
meat was ground in the establishnent.

This occurred in M| waukee. There were quite a
fewillnesses and a death fromit of a young child and it
made The Post and a | ot of other national coverage. So that
has brought this whole policy up into another light. That's
not exactly the problem we're addressing, but | think the
guestion's very nuch on point. David?

MR. THENO Thank you, Madanme Chair. David Theno

with Jack in the Box. Just to clarify this, Dr. Neill, the
internal -- muscle cuts -- 0157 nonitoring -- today. In
fact, -- 0157 -- will be done on a carcass basis -- prine
ribs or --

The issue that was discussed in the outbreak, in
the grocery stores and in places where the -- were cut up
and were trimed -- into ground beef. So we really -- at
this stage.

MR, ENGELJOHN: Just to spell out what Dave j ust
said, the Agency does have its policy on E. coli 0167: H7

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
g » W N P O © © N O O M W N B O

144
spelled out in the Federal Register notices that you have.

We still as an Agency are collecting sanples only
on ground beef. W have not changed our procedures on what
we sanple. W haven't changed our policy in this regard to
-- products that are going to be sold -- product. Those are
guestions that some day we nay get to this Conmttee but
today the issue would be strictly to those itens that are --

MR. THENO  Dave Theno, Jack in the Box. Does
that policy apply to products that would be injected with
marinades? It's a different -- basically a penetrating
i ssue |'m asking?

MR. ENGELJOHN: | think for purposes of what we
woul d Iike the conmttee to look at we'd Iike to narrow the
focus today to the issue. The issue of marinades,

i njections and those types of things we recogni ze as being
probl ematic and included them along with other products that
are non-intact. But | think right now we have a specific
need to nove forward on ready-to-eat -- products.

M5. WACHSMUTH:  Bruce.

MR. TOWKIN:  Bruce Tonmpkin from ConAgra. So then
one of the charges that the Comrmittee is going to evaluate
this topic we need to review the study that we should have
when it is nade avail able, and anything el se that may cone
forth as to the likelihood of a -- square centineter of
E. coli 0157 and on the prinme cut such as a roast or steak.
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And then wal k through this whole process as to how this

research was done, and try to relate it to what m ght happen
situation in a normal situation

M5. WACHSMUTH: | think you're pretty accurate on that.

| think the best thing we can do right nowto clarify those

is to go through the charge to the Commttee.

MR. ENGELJOHN: | had themon a slide but I'm not
sure | -- I1've |lost conputer control
M5. WACHSMUTH: | think everyone has a copy. 1In

your folder, on your second orange tab you shoul d have the
E. coli information that includes a copy of the charge.

MR. ENGELJOHN: Right. Now question nunber one,
is the available informati on on non-intact products adequate
to answer the follow ng questions? That would be the
questions two and three below. If, not are there any other
reasons to conclude that the translocation of E. col

0157: H7 that occurs with bl ade tenderization or simlar

processes renders traditional cooking -- by that we refer to
very, very rare -- of these products inadequate to kill the
pat hogen?

2. Do non-intact, blade tenderized beef steaks
present a greater risk to consuners fromE. coli 0157: H7
conpared to intact beef steaks if prepared simlarly to
i ntact beef steaks? Again, looking at very rare or rare
product. If yes, what should be the scientifically
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supported cooking process for safe ready-to-eat non-intact

bl ade tenderi zed beef steaks? |If yes, then that woul d be
t hese products present a greater risk than intact steaks.

Shoul d consuner cooking instructions differ from
those for the industry, neaning for retail or other
institutions? If no -- meaning that bl ade tenderized steaks
do not present a different risk than the intact steaks -- is
t he cooki ng process for intact beef steaks sufficient for
non-i ntact, blade tenderized beef steaks? That cooking
process is contained within the packet and is what the
Advi sory Conmmi ttee Subconmittee presented to the Agency and
to FDA in 1997

3. Question nunber three is the sanme question
posed for steaks but is specific to roasts. Do non-intact,
bl ade tenderized beef roasts present a greater risk to
consuners fromE. coli 0157:H7 conpared to intact beef
roasts if prepared simlarly to intact beef roasts? That
woul d be very rare or rare.

| f yes, what should be the scientifically
supported cooking process for safe ready-to-eat non-intact
bl ade tenderized beef roasts? |If yes, should consuner
cooking instructions differ fromthose for the industry
versus retail or institutions? |If no, -- if the cooking
process for intact beef roasts sufficient for non-intact,
bl ade tenderized beef roasts?
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Those are the three questions. Do you need

clarification?

M5. WACHSMUTH:. | did have a question earlier
about epidem ol ogical data inplicating these products in
illnesses. Dan inplied that we had no outbreak data that
woul d indicate if we had an outbreak due to these products.
Wul d the case control study of E. coli 0157:H7 this cases?

MR. LIANG The short answer is that the question

is --

(Laughter.)

| actually don't believe in accepting data at that
| evel of precision. | prefer to -- outbreak -- outbreak or
the case control data -- . O course, the definitive answer
is --

M5. WACHSMUTH: | think in the second case control
study perhaps that was investigated. It's totally out of

order and Caroline seens to either know or have a rel ated
guesti on.

CARCLI NE: Thank you, Kaye. There are at | east
two outbreaks linked to E. coli 0157:H7 in what appeared to
be intact beef. As soon as | get to it -- the first one is
roast beef in July 1990. The second one is a 1995 out break,
agai n roast beef.

| al so have a nunber of outbreaks that are |inked
to beef as opposed to ground beef. | think CDC s pretty
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particular in their listing whether E. coli 0157:H7 is

linked to beef and not ground beef. But | know that we've
got at least two links to roast beef.

M5. WACHSMUTH:  Thank you. | was aware of at
| east the one roast beef. | don't think though that the
case control study addressed the timng issue for his
guestions, but we'll see. W'IIl get sonme information from
hi m

MR. KOBAYASHI : Thank you. This is John Kobayash

| just want sone clarification on tenperatures for rare and
very rare?

MR ENGELJOHN: [I'msorry. | didn't hear.

MR. KOBAYASHI : The tenperatures that we're
| ooking at for rare, and very rare.

MR. ENGELJOHN: The Agency is asking for the very
rare to be considered to be 130 degrees, and the rare to be
140 degrees. We'll get nore clarification.

| wll say that in the KSU study, it identified
very rare as -- so there's sone differences in the Kansas
study versus the guidance that's available to retail, but
for right now 130 is considered rare.

M5. WACHSMUTH:  Frances?

M5. DOWNES: Frances Downes fromthe M chigan
Department of Community Health. | just have a commrent on
t he i ssue of outbreaks and what this nmeans. | think that we
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woul d only becone aware of these if there were an out break.

It would be al nost inpossible for consuners to know t hat
t hey have consuned bl ade tenderized beef. That would
probably never becone apparent unless there were an
out br eak.

The second, it's ny turn to be confused. |'m
going to ask for clarification because in the instructions
to the commttee, the |last sentence gives exanpl es of
nmechani cal tenderization and penetrating marination,
al t hough you said -- in our discussions. Could you clarify
that, please?

MR. ENGELJOHN: Yes. This is Engeljohn with FSIS.

| would say that the primary focus is to be on the bl ade
tenderi zation process. W recognize that the marination and
ot her tenderization such as cubing support may in fact
present additional risks, but I think initially --
tenderizing issue. Disregard that --

M5. WACHSMUTH: | think that that was related to
t he charge of the conclusion in 1997. That may be where the
confusion is comng in. But the information, at |east the
data that we have nowis related to bl ade tenderi zing.

MR. ENGELJOHN: | did want to follow up on
sonmething as well which I didn't clarify. One of the
reasons why the Agency is interested in this, consuner
cooki ng gui dance versus industry gui dance, is that we have
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traditionally as an Agency provi ded consuners with

additional safety margins in terns of the information that
we give them for cooking.

We've traditionally just told the consuners that
for beef steaks -- that 145 is sufficient. W haven't gone
the extra step at this time to add to that. So I think the
guestion is if there's a need in part that the policy be
devel oped as to what should be given to consuners. But for
our consuner information now on beef steaks, traditionally
-- 145, The issue is we're looking for a time and
tenperature nmuch like -- . The question in part should be
froma science standard, is there a reason that should be
different for consuner information versus the industry which
has nore process control, and knows nore about the products.

M5. WACHSMUTH: Ckay. We have two hands up. John

Kvenber g.

MR. KVENBERG  Just a quick comment. | appreciate
Dr. Engeljohn's comment. | think it would be useful, we've
al ready heard about outbreaks or -- . The problemwth the

decision | was discussing, is whether or not those foods
were classified appropriately based on how they arrived.
What happened before they arrived at the table?

M5. WACHSMUTH: That's a good point. Even if
consuners were asked they m ght not be able to nake that
determ nation. John Kvenberg?
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A PARTI Cl PANT: -- tenperature would have to be

ti med above a certain tenperature --

MR. ENGELJOHN: This is Engeljohn. | think you're
bringing up a good point. Again, for consunmers, what we
have found, is that it is difficult to get themto use
t hermoneters, let alone waiting enough tine until the
tenperature is obtained. W would look for information from
this commttee that may explain or give information about
that "cone up" or "cone down" tine. As an exanple, the
information you have in your packet fromthe Subcommttee's
Report also dealt with the issue of culmnated neat patties
and tal ked about the issue of there being an anount of tine
that it takes to pick up the -- . Al that together, then
resulted in us having an instantaneous tenperature.

So | think that om ssion would be helpful to us. That if
there is an -- tenperature that strived be strived for, then
we should work out the policy of how we comruni cate that to
the consunmer. We do want to try to keep from presenting
different information in different formats. Wth regard to
meat and poultry products, many of them are covered by the
Food Code -- establishnents. The goal is to have one set of
instructions or criteria for safety in processing for
Federal agencies and hopefully for the consuners if
necessary. So that is what the goal is, to provide the
appropriate type, scientifically based information that we
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can put together.

M5. WACHSMUTH: Dane? |Is it Dane sitting behind
the m crophone? Al | saw was a "DA." Ckay.

MR. BERNARD: Thank you, Madame Chair.

Recogni zing there's -- having sat through this debate and

| ooki ng at nunmber five and -- | recognize that absence of
others is not evidence of the absence of questions as to
whet her we have or not had not outbreaks. There have been
sonme out breaks of roast beef. The question before us
regards bl ade tenderized and the problens there.

understand that you can't really tell. |If you ask the
consuners if they have a bl ade tenderized cut, you probably
woul dn't get an answer. And | recognize that. That having
been said, ny first question is do we have anything in the
packet that go to the issue of nore and nore and nore

out breaks related specifically to this?

We were al so issued the -- case control study. |
was wondering if we mght have just a little bit nore detai
on when we m ght see that and exactly what type of case
control study focuses on specific to this particular
guestion?

M5. WACHSMUTH: Can you answer that M. Liang?

MR LIANG |I'msorry, Madanme Chair. | know t hat
-- phase one obviously, there's this recall case control
believe they're in their second rounds. | don't know
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if --

M5. WACHSMUTH:  Yes. This would be the second
case control. W mght be able to get the questionnaire for
menbers and then we can at | east see which things they're
keying in on through the questionnaire. |[|'ve not heard
di scussi ons about this. Thank you.

M5. NEILL: | was just going to say don't hold
your breath to try to clarify which case control study to
acknowl edge. There's two conpleted and published case
control studies of sporadic cases of 0157 in the Centers for
D sease Control .

There's just no level of address to beef that is
pertaining to this problem There's one case control study
that's fromthe UK that's really just addressing the issues
relating to ground beef and -- and this kind of stuff which
is not getting at this --

The | ast case control study which is different is
the one in Foodnet in which they basically ook into the
guestion. | just wouldn't hold our breath that this is
likely to give us the answer.

M5. WACHSMUTH: There were two studies, the
Cstroff (phonetic) and McDonal d, two post -- case control
studies. But then there has been one FoodNet case control
study and one on the second Foodnet case control study.

The first | think it's published. | know it
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identified beef again, visits to farns. There were several

things but certainly not at this |evel.

MR. LI ANG The Foodnet case control study, -----
-- corrected, that there were no positive findings other
than the -- ground beef issue. You can still of course,
| ook at that questionnaire to see if they even asked t hat
guestion and certainly we can |l ook at those studies -- the
second page through the second study.

M5. WACHSMUTH: David? | knew | saw that.

MR. ACHESON: It's still upside down. Sorry.
That doesn't help. David Acheson. | just want to change
gears a little bit. In the packet of information there was
some mention of hygienic renmoval of nuscle.

| can see that one potential outcome of the
di scussion here is bl ade tenderization can go ahead and
maybe there will be sonme industry nove to hygienically
remove the nmuscle or surface treatnent. |s there any data
out there sayi ng whether that works? How effective it is?
s that a | ogical solution?

MR. ENGELJOHN: This is Engeljohn with FSIS. Al
| would say about that is that in the public process of the
Federal Register neetings that we've had on 0157: H7; we have
rai sed the issue because industry has told us that they're
able to renove the exterior fat |ayer and sone of the
nmuscl es on many of the roasts that are typically --
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typically those such as the prinme rib and the rib roast and

those -- roasts and things |like that.

We haven't received any information or data that
woul d indicate that there is a different mcrobial profile
on these products, nor do we see that that is how many of
the roasts that are prepared are processed, by renoval of
the exterior surface. But no information on what the
m crobial profile is for those products that are
tenderi zed --

MR. ACHESON: And what about surface treatnents?
-- bl ade tenderization?

MR. ENGELJOHN: Engel john again. |'mnot aware of
any. The information that you have in the file on bl ade
tenderization is really all that we received on the
pr ocess.

| am expecting that the KSU researchers will be
providing additional information shortly, but it's a follow
up to looking at sonme in particular in relation to 0157 in
bl ade tenderization. | don't know if they've included
i nformati on about surface contam nation.

M5. WACHSMUTH:  Dave?

A PARTI Cl PANT: Thank you, Madane Chairman. Dave
Theno, Jack in the Box. Dr. Engeljohn's right. There's a
nunber of studies going on today about this bl ade
t enderi zati on issue.
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At the sane tine, there's a whole | ot of research

going on today that's just about to be published about
surface decontam nation of individual cuts and trim Now
this is all brand new research. | expect to see nost of it
come out -- this evaluation today. So in the next three to
ni ne nont hs, we should have nore information on this kind of
stuff. It's just an update.

M5 WACHSMUTH:  Okay. Bob?

MR. BUCHANAN: | guess it's ny turn to be
conf used.

(Laughter.)

M5. WACHSMUTH: Don't say that again.

(Laughter.)

MR. BUCHANAN: |'Il try again.

(Laughter.)

"1l just try.

(Laughter.)

MR. BUCHANAN: It's ny turn to be confused. |If
you' re asking just straight this question, if a bacteriais
present on the surface of a nmeat product then you destroy
that surface, right through the penetrate, probably. If it
gets into the surface, is it going to take nore cleaning to
kill it than it would on the surface? Yes. Probably.

Are you asking that question or are you asking the
question is the risk associated with that possibly high
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enough to warrant concern? That's a different question. |

mean are you |l ooking for just a risk associated with this --
definition of concern or are you asking -- especially if the
risk level is relatively a policy decision or are you asking
is it physically possible that you could get a bacteria from
the outside if you handl e steak, when you cut a steak, or
whatever ? 1'd say that doesn't need a whole | ot of
scientific evaluation, at least in theory.

M5. WACHSMUTH: I nstead of answering you, Bob, I'm
going to let you and Dan tal k about that during our break
which is going to occur right now for 15 m nutes and then
we'll resune this for another hour. Then we will end these
di scussions. Thank you all. Good discussion.

(Break at 3:05 p.m)

(Meeting resuned at 3:30 p.m)

M5. WACHSMUTH: Ckay. We have a couple of follow
ups with CDC. Follow up information

MR. LIANG Actually the first case control study
asked a nunber of questions not about ground beef, but about
steak and whether it was perceived as being pink or not, as
wel | as roast beef and veal. None of those risk factors in
that E. coli case control study is being done under Foodnet.

So, in fact, the second case control study asks
even fewer questions about food products because other than
ground neat, ground beef -- . So we can present some of
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those data fromthe first Foodnet study as great exanples

and, as | say, we can provide the questionnaire for the
second one. It's unlikely, it's going to shed nore |ight.

Then | guess | also just wanted to point out that
usually we're -- of course, we're in the onset, at |east at
CCR, interviewi ng cases of their famlies in control. So
for the |likelihood that they know what went into the
production of the product, actually know how the product was
handl ed as wel | ..

M5. WACHSMUTH:.  Thanks, Art. Okay. D d Bob and
Dan get together?

MR, ENGELJOHN: We did. |'mnot sure what the
answer is.

(Laughter.)

We di scussed the issue of -- we recognize that --
| don't think your question is really asking about the risk.

| nmean our expectation is that we now have confirmation

that there is a --tation of the organism That where we are
is in part we don't know what consunmers' handling practices
are and whether or not consuners do handl e these products
simlarly to an intact product versus other non-intact
products such as ground beef.

That's part of the issue. |If in fact, thereis a
different profile for these non-intact steaks and roasts
then what -- should there be a m ni mum cooki ng tenperature
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and so what should that tenperature be? That, in part, is

based on what is the expected |evel of an organismto be --
product? So | think it is a mxture of both issues.

M5. WACHSMUTH: Ckay. Again | think that this
commttee can hel p make those kinds of decisions in terns of
what data and what approaches we need to address the
problem And you have the questions that the Agency --if
you see a place to do sonething like risk assessnent. |
don't know that we're going to have data but the conmttee
can tell us what data they need to nmake a decision |ike

this. Alison?

M5. OBRIEN. Alison OBrien. | have a point of
clarification. 1'mnot entirely clear on what bl ade
tenderi zed neats are? | can see -- | have a vision of

sonmebody with a large knife hanmmering a steak. W had sone
filmthat we got to viewand | saw little needl es being
poked into neat. Could you give us a quick summary of what
the process is?

MR ENGELJOHN: Yes. | will make an effort to try
to get you a video or sone additional information that wll
visual ly show these processes. But in essence, think of it
as a hairbrush, not a hairbrush, but a hairbrush having
bristles on it and that being a piece of equipnment that's
pushed down on to roast or onto a steak so hundreds of
little needles that are actually pushed into the product.
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It's primary purpose would be to tenderize the product.

So it would be very thin needl es being pushed in through a
product nuch Iike a hairbrush woul d be pushed in.

M5. OBRIEN. | have a second point. |If this is
done at say a retail place, a grocery store, is there -- are
there generally state regulations to clean that apparatus
fromroast beef to roast beef or steak to steak?

MR, ENGELJOHN: | don't -- I"'mnot sure that it
actually is used at retail.

M5. OBRIEN:. Is this is a big piece of equipnent?

MR, ENGELJOHN: In nost cases, a very |large piece.

M5. OBRIEN: A very |arge piece of equipnent.

MR, ENGELJOHN: But | would say that if, in fact,
there is a type of technology that again, | think its
primary purpose would be for tenderizing the product which
gi ves, obviously, advantages for using the equi pnent and |
woul d envision that soneday if it's not used in retail, it
m ght be in the future.

M5. OBRIEN. | just want to say, too, that I'm
sure or | hope all of you got the filns that we sent around.

Yes, that was it. That's the one training filmwe were
able to get fromour training center

A PARTI Cl PANT: And they do clean.

A PARTICIPANT: Did they say --

A PARTI Cl PANT: cl ean.
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A PARTI Cl PANT:  Ckay.

A PARTICI PANT: |Is that the point?

A PARTI Cl PANT: Ckay.

A PARTICI PANT: Is that the point?

A PARTI Cl PANT: Well, yes.

MR. ENGELJOHN: Alison, it would not be sanitized
bet ween each use.

M5. O BRIEN:.  Ckay.

M5. WACHSMUTH: David, can you help us?

MR. THENO Sure. Yes. This is David Theno with
Jack in the Box. The tenderizing marination equipnent is
not cl eaned between individual pieces of neat. |In fact, in
a neat plant it would be cleaned between species or between
different marinations. | think that, or at the end of the
day. That's principally howit goes. |It's a pretty
difficult piece of equipnment to clean. You would have to
renove pretty nuch al ot of pieces and things but it can be
done successfully.

As to the question is it done in retail at all?
The answer is yes, they just have scal ed down versions. The
bi gger neat markets at grocery stores typically have
tenderi zers of sone sort to deal with their tougher cuts of
nmeat to nmake them tender

M5. WACHSMUTH:  Thank you. GCkay. Bruce?

MR. TOWKIN  This is Bruce Tonpkin from ConAgra.
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| would like to just add that that is all done in a

refrigerated room but that's not what ny point was.

| wanted to make sure | clearly understand then
what this question is. |If these products are being cooked
in Federally inspected establishnents, tinme tenperatures are
already required and that's not an issue. |If it's cooked in
a food service establishnment, presumably the Food Code woul d
apply.

So all we're really trying to do is resolve
whet her or not the risk is sufficiently high that these
products should be | abel ed so the consuner knows, and
particularly there's sone cooking procedure on the | abel
t hat woul d provi de gui dance to ensure the safety of the
product. If that is the conclusion. |Is that correct?

MR, ENGELJOHN: | think John or soneone from FDA
may be able to speak to the issue of the Food Code. The
issue for a non-intact steak is in the Food Code today at
145 degrees for 15 seconds, | believe.

Again, | think the issue presented to the Agency
is that this product may, in fact, be sufficiently prepared
at a lower tenperature for a different period of time. So
that's part of the issue here is that 145 for 15 seconds
may, in fact, not necessarily be the safety tenperature.
Maybe somet hing nore rigorous would be appropri ate.

M5. WACHSMUTH:  Frances?
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M5. DOMWNES: Frances Downes, M chi gan Depart nent

of Community Health. | also called hone at the break and as
| recall, we did have a small cluster and | confirned that
wi th our epidem ol ogi st.

Last week we had a cluster of two to three cases
associated with a tenderized steak in a |ocal restaurant
chain. If it would be helpful I can submt that, to support
that so it can be included in the docunents.

M5. WACHSMUTH:  Thank you. Catherine?

M5. DONNELLY: 1'mgoing to call on ny coll eague
over there, Jean Kamanzi fromthe Canadi an Food | nspection
Agency, because they al so have sone information in Canada.

MR KAMANZI : - -

M5. WACHSMUTH:  Thank you. | think any
information, any data, froma study designed to | ook at that
woul d be extrenely hel pful to the group inits
deliberations. So if Canada would permt us to | ook at
t hose data, that would be great. Thank you. GCkay. Bob?

MR. BUCHANAN: Bob Buchanan, FDA. |I'mjust -- as
| was sitting here listening to Bruce describe clarification
of the question being asked I'mrem nded of the | ast session
that we had we were asked about surface treatnent of oranges
in the production of fresh orange juice.

This session is in a simlar manner where they are
asked to determ ne whether or not you could -- of the
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pat hogen within an orange, whether the treatnents were

effective and whether it occurred as to -- the likelihood of
public health concern. | assune that |istening to what
we're tal king about here, the question is being asked in a
simlar way as to what was asked about orange juice.

M5. WACHSMUTH: Ckay. Do you want to nmake any
comment about the concl usi ons anongst you?

MR. BUCHANAN: The concl usion on the orange juice
was that, yes, it was possible to get a determ nation of the
pat hogen, at |east under |aboratory conditions. It was not
deened -- by the this commttee to be a likely event in
conjunction with, we felt additional precautions would be
[imted by including mcrobiological type of testing program
in conjunction wth the activity. So it was a conbi nation
of scientific determ nation, evaluation of the risks and --
pr ocess.

M5. WACHSMUTH. Ckay. N ce approach that this
comm ttee should consider. John?

MR. KVENBERG question to -- about the -- what -
- processing -- . AmIl correct in -- it's not only sone
type of bl ade type operation that produces sonething that
| ooks |ike cubesteak at the end, but it's also needles that
can puncture the intact beef? |If so, does that produce a
product that consuners will now be able to determne is
i ntact beef or blade tenderized?
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MR. ENGELJOHN: For purposes of the discussion

today, this is really just a bl ade tenderization and not the
tunbling or restructuring of the steak. So this would be
sonmet hi ng where a steak or a roast which is blade tenderized
woul d not change in its formso --

M5. WACHSMUTH:  Larry?

MR. BEUCHAT: Larry Beuchat. | think, John,
you're asking, if you saw the video which | did. That was
a needl e, not a blade that was tenderizing beef. Are we not
to be considering needle tenderized beef but just blade
t enderi zed beef?

MR. ENGELJOHN: [|'d have to say | didn't | ook at
the video. D d the process change the structure? You said
you couldn't tell if it was still the sanme?

MR. BEUCHAT: They didn't show us the cl ose-up.

(Laughter.)

But | assune that if one did |look closely at it,
you woul d see that the nuscle had been disintegrated with
the needl es. Perhaps Dave can tell us.

MR. THENO Dave Theno, Jack in the Box. The term
needl e and bl ade are interchangeable. In the true
tenderi zer, actually if you take a | ook at the bottomof it,
they call it needles. It will actually have dual cutting
surfaces on it sonetines and there will be a di anond-shaped
tip specifically designed to tear the uncut nuscle nmenbranes
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and the tissue.

Typically when they go through the machine they'l|

go through -- the belt and you can -- one penetration and if
it's a tougher piece of neat it'll go slowy and get a
couple -- disrupts the connective tissue structure --

Al nost all pure tenderizers have solid needl es.
The reason is, obviously, you wouldn't want to nmake any core
sanpl es out of themand it would be difficult to clean.

(Laughter.)

So for practical purposes a needle tenderizer is
just little spears, if you wll.

M5. WACHSMUTH. Have you seen the video, Dave?

MR THENO | live the video.

(Laughter.)

M5. WACHSMUTH: And can you tell the difference if
you | ook at a whole cut of neat, whether it has been
tenderi zed or not?

MR. THENO A whole cut of neat of roast or a
steak that has been tenderized, and particularly with one or
two passes, visually you just wouldn't see it. You wouldn't
see it a difference unless sonething was w ong.

If, in fact, it's a piece that needs nore
tenderizing if you look at it closely on the surface you can
actually see the little penetrations in it. But the average
person in the supermarket m ght pick one up and just | ook at
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it and m ght not know the difference.

M5. WACHSMUTH: Ckay. One other thing, Dave, that
m ght be hel pful to the commttee. |In the packet there's a
description that begins on page four. This is the study
t hat descri bes the bl ades and the process.

MR. ENGELJOHN: Page six is actually a picture.
Actually, we're getting this publication electronically, and
when | get it will forward it to you

M5. WACHSMUTH: Larry? Did you have any --

MR, BEUCHAT: No.

M5. WACHSMUTH: Ckay. | guess we can go honme. Oh
no. Not really. The process fromhere seens to be alittle
confusing so | thought | would go through what the
subcommi ttees are doi ng agai n.

Generally, the Steering Commttee, the Executive
Comm ttee, puts together subgroups according to topic and
tries to maintain the --the bal ance between the industry,

t he academ ¢ background, the governnent-regul ated concerns,
try to balance the subcommttees in that sane way.

W also try to keep the groups small because these
are alnost drafting groups that would come up with a paper
and sonetinmes they take individual assignnents and then neet
together as a group and produce a paper that would then cone
to this commttee.

So that's as soon after this neeting as we can get
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that Steering Comm ttee together we're going to and nake

some subconmmttee assignnents on these two topics that we'l|l
i ntroduce today. Then we will notify those people.

We don't normally have a volunteer system but if
you want to send an e-mail or sonething indicating an
interest, we'll certainly take it into consideration. But
we wll do this as fast as we can because the subcomm ttees
coul d neet once or maybe even tw ce before we have anot her
full commttee neeting. Then that full commttee neeting is
goi ng to depend on your schedul es.

We have identified August, I'mtold for several
reasons. One is that there doesn't appear to be a | ocal
hot el before Septenber and we do want to neet before the
begi nning of the new fiscal year. And this m ght be the
hotel. It has a very nice neeting room

(Laughter.)

M5. WACHSMUTH:. Are there any questions about
that? About the process at all? |Is there anyone who is not
on a commttee who would to make a cormment? |[|'d be happy to
try to explain. | think a good size for a subconmittee is
probably around ten people. W don't generally get al
ten people at one tinme. The HACCP subcomm ttee usually
functions with six to eight people who are -- and they
produce a product that the subcommttee has to review and
those are very lively, friendly discussions. So this wll
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not be sonething that is done in subconmttee, and buried in

subcomm ttee, and then just cones out and you endorse it.
This will be sonething that we all discuss. So if you're
not selected for a subcomm ttee, don't be di sappointed.
You'll definitely have opportunities to assess the products.
Any conments from anyone el se, or from sonmeone the Steering
Conmittee or the Commttee in general. |s there anyone who
is not on a Conmttee who would |ike to nmake a conment ?

Yes, Caroline. Come up to the m crophone.

M5. SMTH. | think I can get the m crophone to
work. I'mCaroline Smth with the Center for Science in the
Public Interest. |'ve been interested to hear the
di scussions fromthe newly formng -- commttee. It |ooks

like this is a wonderful brain trust of people who have been
advising us on mcrobial food safety issues.

| think the sal nonella performance standard which
was di scussed this norning is a success. |It's a success for
the public and | think as you go into deliberations and
consideration on that standard you should know that. It has
significantly reduced sal nonella | evels on products com ng
to consuners and | believe that because | have | ooked at the
USDA data docunenting that, but al so because CSPI tried to
test it.

USDA is not sanpling in turkey slaughter plants
because of a regulatory -- how should we call it? -- |apse
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because the baseline data for turkey was not avail able from

sonme turkey slaughter plants, was not available at the sane
time that the final rule was being devel oped. So they've
never had sanpling in turkey slaughter plants.

So we tried to sanple. W didn't use very nmany
sanples. W did about 50 sanples fromfive areas in the
country. |'ve talked to Kaye Wachsmut h about how we did
t hose sanples and the way we shipped it and how we handl ed
it and the protocols. It was conparable to USDA' s
enforcenment sanpling. W couldn't find any sal nonella on
our 50 sanples of turkeys.

We al so found very little Canpyl obacter, which was
di sappointing to nme but, nonetheless, | think an inportant
stat ement about where the inprovenents are being nmade in the
i ndustry. We have | ooked nore recently at data from| think
it's the University of Maryland, and | tal ked about it at
the National Press Club in Novenber where that data has
essentially been confirnmed al so by data done by a far nore
scientific source than sanpling by CSPI

But the bottomline is this program has been a
success. And when you start to tinker with it you have to
recognize that it's -- whatever is done to that program
shoul d make it an inprovenment froma public health
standpoint. We're not tal king about overturning the system
or substituting indicator organisns for pathogens. | think
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we need to think in ternms of inproving the sanpling program

to better protect consuners.

The other thing is | think you shouldn't confuse
the i ssues of what testing industry should do to inprove
their HACCP progranms and to nonitor their HACCP prograns.
And |'ve heard a | ot of excellent suggestions fromthe
i ndustry which I hope they will take our advice and do that.

But what this programis, it's a regulatory
programfor FSIS to eval uate how HACCP works in the neat and
poultry industry and that program-- it's very inportant to
separate that programfrom what industry should be doing on
its own -- with the governnment nmandate as they are required
to do with E. coli --

So Bruce Tonpkin, who | always quote whenever |
can --

(Laughter.)

-- tal ked about the fact that he needs to pronote
continuous i nprovenent and that is what HACCP is designed to
do and that's what you all prom sed us several years ago.

So we have seen reconmmendations for the commttee to
consi der on how to ensure continuous inprovenent in the
HACCP program

First of all, | agree that |owering sal nonella
standards. The performance standards that were put in place
were based on the baseline data fromfive, six or even nore
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years ago. W' ve seen significant inprovenent in the

industry and that -- if you could |lower salnonella -- the
sal nonel | a performance standards to what the industry is now
achieving I think that would be a significant inprovenent.

I n addi tion, we would recomend i npl enmenting
additional testing requirenments in the neat and poultry
i ndustries, Canpyl obacter in chicken is one thought, it's
nore than a thought, we've been advocating it for a nunber
of years now. Listeria testing for ready-to-eat neat
products which many of us will be three days in neetings
com ng up on that topic.

Then testing for additional foods. Let's not
forget that we have a HACCP systemin place in the seafood
industry with no testing requirenments. So as you think
about that, think also about the need for testing and
verification for the governnent across the board, not just
at FSI'S but also over at its sister agency, the Food and
Drug Adm ni stration.

Finally and I'll end quickly, there are a couple
of issues dealing with the FSIS policy on bl ade tenderi zed
nmeat. | amfascinated that this whole discussion is on
cooki ng again and that cooking is sonehow the solution to
this problem | do renenber the debates the commttee has
had on whether to adopt the FDA standard for cooking neat or
t he USDA standard for cooking neat because, in fact, they're
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different.

There's a nuch better solution and it's one that
USDA is fully aware of. The industry did a study several
years ago on beef carcass sanpling for E. coli 0157: H7.

They did it to denonstrate that, in fact, they can control
E. coli 0157:H7 com ng into the slaughter plants through
their slaughter process. And they tested what? Four or
five different places during the slaughter process from
dehiding all the way up to when it's ready to go into the
cool er, or maybe after the cooler. They found significant
reductions really -- in the slaughter plant.

Wiy don't we get a testing systemfor verification
in the beef slaughter industry by requiring themto test at
that final point? Let themdenonstrate that their sl aughter
processes are, in fact, controlling 0157:H7 coming into
t heir plants.

Let's not leave it to consunmers to know whet her
this is a blade tenderized piece of nmeat or not bl ade
tenderi zed and, therefore, to adjust their cooking
tenperatures. That conmunication nessage is far too
conplex. | can't get people to do that nuch research on
what they're buying. Wat they want to know is whether it's
safe. | think you guys should be | ooking far beyond the
i ssue of cooking tenperatures for blade tenderized beef and
into the issue of howto stop this in the slaughter plant.
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Thank you.

M5. WACHSMUTH:  Thank you. Any ot her comments.
don't think we have anyone who called in ahead of tine.
Dan?

MR. ENGELJOHN: | just would like to make a
st at ement about the public neeting tonorrow and the next two
days. | just want to remnd the commttee that we would
wel come your presence at the neetings which will be at this
hotel and in this room | think, tonmorrow, Wdnesday and
Thursday, related to the ready-to-eat nmeat and poultry
performance standards.

Tonmorrow is a science-related neeting. W'l have
presentations on various aspects of science related to the
safety of neat and poultry products.

Then on Wednesday in the norning it will be an

overview of the lethality and stabilization performance

standards for ready-to-eat nmeat and poultry products. In
the afternoon there will be an overview of the requirenents
related to listeria sanpling, listeria species as well as

Li steri a nonocyt ogenes.

Then on Thursday norning there will be a
presentation on changing the performance standards as wel |
as the renoval of Trichina requirenents in the current pork
regul ations. Then the afternoon on Thursday wi || be devoted
to the economc issues related to the ready-to-eat proposal;
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mainly related to the issues of using the information from

the risk assessnent as well as the informati on we have about
ill nesses associated with nmeat and poultry and tying that
into a benefits/cost assessnent. So we wel cone your
presence and i nput during these neetings.

M5. WACHSMUTH: Ckay. Dane?

MR. BERNARD: Thank you. Believe it or not | was
just curious as to whether we should put sone sal nonella and
Campyl obacter into --

(Laughter.)

M5. WACHSMUTH:  You just destroyed the credibility
of the commttee, Dane.

(Laughter.)

After all of those wonderful conplinents that you
were getting. No. | just want to tell all of you thank you
for comng and tell you that I think your questions were
extrenely insightful and thoughtful. | have high hopes that
this coommittee is going to give us extrenely good advice
that will protect the public health and will be soundly
based in the science as we know it.

| want to thank you for -- and for the Agency and
hope that you |l earn sonething and help us |earn sonmething in
t he next couple of days, as well. W'I|I|l see you again soon.

Don't forget to send in your calendars. So we can set up
this next neeting. So we'll adjourn, but sonmeone will be
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around here until 5:00 in case you have sonething you want

to tell us. Thanks agai n.

(Wher eupon, at 4:00 p.m, the neeting in the
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above-entitled matter was adjourned.)
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